
   
        

     
 

 
  

  
   

 
 

     
    

  
 
    
   

 
 

         
  

 
  

     
   

    
    

        
    

        
   

   
 

  
    

 
 

    
  

   
  

 

  
     

   
    

   
    
      
     

    
 

      
     

  
 

  
       

        
     

 
   

   
 

 
  

  
   

   
    

    
    

       
 

 
  

       
    

  
 

        
  

 
  

 
   

  
  

  
  

   
  
  

   
 

     
   

   
   
      
   
  
  
   

   
  
  

  
  
  

  
  
  
  

   
  

    
   
   
   
   

  
  
  
  

  
  
   

   
  
   

  
     

  
    

   
   

    
   
    
    

 
         
 

 

HIGHLIGHTS OF PRES CRIBING INFORMATION 
These highlights do not include all the inf ormation needed to use 
ST RIANT ® saf ely and ef f ectively. See f ull prescribing inf ormation f or 
ST RIANT . 

S trian t (testosteron e b u ccal system) mu coad h esive f or b u ccal 
ad min istration, CIII 
Initial US Approval: 1953 

-------------------------INDICATIONS AND US AGE-----------------------------
Striant (testosterone buccal system) mucoadhesive is an androgen indicated 
for replacement therapy in adult males for conditions associated with a 
deficiency or absence of endogenous testosterone: 

•	 Primary hypogonadism (congenital or acquired). (1) 
•	 Hypogonadotropic hypogonadism (congenital or acquired). (1) 

Limitations of use: 
•	 S afety and efficacy of Striant in males less than 18 years old have not 

been established. (1, 8. 4) 

--------------------DOSAGE AND ADMINISTRATION--------------------­
•	 Apply one buccal system (30 mg) to the gum region twice daily; morning 

and evening (about 12 hours apart). (2.1, 2.2) 
•	 P lace Striant in a comfortable position just above the incisor tooth (on 

either side of the mouth). (2.2) 
•	 W ith each application, rotate Striant to alternate sides of the mouth. (2. 2) 
•	 Measure morning, pre-dose serum testosterone concentration at 4 to 12 

weeks after initiating therapy and periodically thereafter. (2.1) 
•	 Discontinue Striant if serum testosterone concentrations are consistently 

outside of the normal range. 

-----------------DOSAGE FORMS AND STRENGTHS-------------------­
•	 30 mg per buccal system (3) 

--------------------------CONTRAINDICATIONS----------------------------­
•	 Men with carcinoma of the breast or known or suspected prostate cancer. 

(4, 5.2) 
•	 P regnant or breastfeeding women. T estosterone may cause fetal harm. (4, 

8.1, 8. 3) 

---------------------WAR NINGS AND PRECAUT IONS -----------------­
•	 Gum-related adverse reactions: Instruct patients to regularly inspect their 

gum region where Striant is applied. (5.1) 
•	 Monitor patients with benign prostatic hyperplasia (BPH) for worsening 

of signs and symptoms of BPH. (5.2) 
•	 W omen and children should not use Striant (5.4) 
•	 Exogenous administration of androgens may lead to azoospermia. (5.5) 
•	 Edema with or without congestive heart failure may be a serious 

complication in patients with preexisting cardiac, renal, or hepatic 
disease. (5. 7) 

•	 Sleep apnea may occur in those with risk factors. (5.9) 
•	 Monitor prostate specific antigen (PSA), hematocrit, and lipid 

concentrations periodically. (5. 2, 5. 3, 5. 6, 5. 10) 

---------------------------------ADVERS E REACTIONS--------------------------­
•	 Most common adverse reactions, occurring in > 1% of patients, are gum 

or mouth irritation, bitter taste, gum pain, gum tenderness, headache, 
gum edema and taste perversion. (6.1) 

To rep ort S US PE CT E D ADVERS E REACTIONS , con tact Actien t 
Ph armaceu ticals, LLC at 1-877-663-0412 or FDA at 1-800-FDA-1088 or 
www.f da.gov/medwatch 

---------------------------------DRUG INTE RACT IONS ------------------------­
•	 Androgens may decrease blood glucose and therefore may decrease 

insulin requirements in diabetic patients. (7. 1) 
•	 Changes in anticoagulant activity may be seen with androgens. More 

frequent monitoring of International Normalized Ratio (INR) and 
prothrombin time is recommended in patients taking warfarin. (7.2) 

•	 Use of testosterone with corticosteroids may result in increased fluid 
retention. Use with caution, particularly in patients with cardiac, renal, or 
hepatic disease. (7.3) 

-----------------------US E IN SPECIFIC POPULATIONS----------------------­
•	 T here are insufficient long-term safety data in geriatric patients using 

Striant to assess the potential risks of cardiovascular disease and prostate 
cancer. (8.5) 

See 17 f or PATIENT COUNS ELING INFORMATION and FDA-
approved patient labeling. 

Rev 03/2014 

FULL PRES CRIBING INFORMATION: CONTENTS* 
1 INDIC ATIO NS AND US AGE 
2 DO S AGE AND ADMINIS TRATIO N 

2.1 	 Dosage Information 
2.2 	 Administration Instructions 

3 DO S AGE FO RMS AND S TRENGTHS 
4 C O NTRAINDIC ATIO NS 
5 W ARNINGS AND PREC AUTIO NS 

5.1	 Gum-Related Adverse Reactions and Limited Long-T erm 
Information on Oral S afety 

5.2	 W orsening of Benign Prostatic Hyperplasia (BPH) and Potential 
Risk of P rostate Cancer 

5.3	 Polycythemia 
5.4	 Use in Women 
5.5	 Potential for Adverse Effects on Spermatogenesis 
5.6 	 Hepatic Adverse Effects 
5.7 	 Edema 
5.8 	 Gynecomastia 
5.9 	 S leep Apnea 
5.10 Lipids 
5.11 Hypercalcemia 
5.12 Decreased T hyroxine-binding Globulin 

6	 ADVERS E REAC TIO NS 
6.1	 Clinical T rials Experience 
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8.7	 Hepatic Impairment 
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12.1 Mechanism of Action 
12.2 P harmacodynamics 
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13	 NO NC LINIC AL TO XIC O LO GY 
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility 

14	 C LINIC AL S TUDIES 
14.1 Clinical T rials in Adult Hypogonadal Males 

16 HO W S UPPLIED/S TO RAGE AND HANDLING 
17 PATIENT C O UNS ELING INFO RAMTIO N 

17.1 Men with Known or Suspected Prostate or Breast Cancer 
17.2 Gum-Related Adverse Reactions 
17.3 Potential Adverse Reactions with Androgens 
17.4 Patients Should be Advised of these Application Instructions 

*Sections or subsections omitted from the full prescribing information are 
not listed. 
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FULL PRESCRIB ING INFORM ATION 
1 INDICATIONS AND US AGE 

Strian t is in dicated for rep lacement therapy in adult males for conditions associated with a d eficiency or ab sence o f
endogenous testosterone: 

•	 Primary hypogonadism (congenital or acquired) – t es ticular failu re d u e t o cry p torchid ism, b ilat eral t o rs io n, 
o rch itis , v an ishin g testis s yn drome, o rch iectomy, Klinefelter’s s yndrome, ch emotherapy, o r toxic d amag e 
from alcohol or heavy metals. These men usually have low s erum tes tosterone levels and gonadotropins
(fo llicle-s timulating hormone [FSH], luteinizing hormone [LH]) above the normal range. 

•	 Hypogonadotropic hypogonadis m (congenital or acquired) – idiopathic gonadotropin or lu t ein izin g 
hormone-releasing hormone (LHRH) deficiency, or pituitary hypothalamic injury from tumors , trauma, or 
radiation. These patients have low s erum tes tosterone levels but have gonadotropins in the normal o r lo w 
ran ge. 

Limitations of us e: 

•	 Safety an d efficacy o f St rian t in males les s than 18 years old have not been established [see Use in Specific 
Populations (8.4)]. 

2 DOS AGE AND ADMINIS TRATION 

2 .1 Dos ag e Informati on 

The reco mmen ded dosage fo r St rian t is the application of one buccal s ystem (30 mg) to the gum region twice daily; 
morning and evening (about 12 hours apart). 

To ens ure proper dosing, s erum tes tosterone concentrations should be meas ured. Morning, pre-d ose s erum 
t es t ost ero ne co ncent rat io ns s hould b e meas ured at 4 to 12 weeks after initiation of therapy to ensure proper s erum 
tes tostero ne co ncentratio ns are achieved. Striant therapy s hould be dis continued if s eru m t es t ost ero ne con centrat ions 
are co n s is tently outside of the normal range (300 to 1050 ng/dL) des pite the use of one buccal s ystem applied twice
d aily . 

2 .2 Adminis tration Ins tructions 

Striant s hould be placed in a comfortable position jus t above the incisor tooth (on either s ide of the mouth). W ith
each application, Striant s hould be rotated to alternate s ides of the mouth. 

Upon opening the packet, the rounded s ide s urface of the buccal s ystem s hould be placed against the gum and held 
firmly in place with a finger over the lip and against the product for 30 s econds to ensure adhesion. Strian t is 
des igned to s tay in position until removed. If the buccal s ystem fails to properly adhere to the gum or s hould fall off
during the 12-hour dosing interval, the old buccal s ystem s hould be removed and a new one applied. 

If the bu ccal s y stem falls ou t of position within the firs t 8 hours of dosing, replace with a new s ystem and continue 
for a total of 12 hours fro m the placement of the firs t s ystem. If the s ystem falls out of pos ition after 8 hours o f 
dos ing, a new buccal s ystem s hould be applied and it may remain in place for 12 hours t h en co nt inu e wit h th e n ext
regularly s cheduled dosing. 

Patients s hould take care to avoid dislodging the buccal s ystem. Patients should check to s ee if Strian t is in p lace 
following cons umption of food or alcoholic/non-alco holic b ev erages. Strian t s ho uld not b e ch ewed or s wallo wed. 
To remove Striant, gently slide it downwards from the gum toward the tooth to avoid s cratching the gum. Th e 
Striant buccal s ystem s hould be removed before routine mo rn in g an d evenin g o ral care is performed, followed by 
application of a new buccal s ystem. 

3	 DOS AGE FORMS AND S TRENGTHS 
Each Striant buccal s ystem contains 30 mg of tes tosterone. 

It is wh ite to off-white colored with a flat edge on one side and a convex s urface on the other. 

Reference ID: 3475130 



 

 
  

   
    

     
       

     
   

  

      

   
     

     
  

 

     

    
   

 
    

 

   

  
 

  
     

   

   

     
 

    

  
  

  
   

   
  

   
   

   
     

Striant is debossed on its flat s ide, as s hown below: 

A
 
4 CONTRAINDICATIONS 

•	 Strian t is co n traindicated in men with carcino ma o f the b reast o r kn o wn o r s uspected carcino ma o f th e
pros tate [see Wa rn ings a nd Precautions ( 5 .2) an d Adverse Reactions (6.1)]. 

•	 St rian t is contrain dicated in wo men who are or may become pregnant, or who are breastfeeding. St rian t 
may caus e fet al h arm when adminis tered to a pregnant woman. Strian t may cause s eriou s adv erse reactions 
in nurs ing infants. Expos ure of a fetus or nursing infant to androgens may res ult in varying degrees of
v irilizat io n [see Use in Specific Populations ( 8.1, 8.3)]. 

5	 WARNINGS AND PRECAUTIONS 

5 .1 Gum-Related Advers e Reactions and Limited Long -Term Informati on on Oral S afety 

Gu m-related ad v ers e reactio ns, inclu din g s evere g u m irrit at io n , were rep o rt ed in clin ical t rials o f St rian t .  Long-t erm 
clin ical t rial d ata o n gu m s afety is av ailab le in only a limited number of patients (117 p at ien t s, 51 p atien t s an d 48 
p atients with at leas t 6 months, 1 y ear, an d 2 y ears of exp o s ure, res pectiv ely). It is recommen ded th at p atients 
regularly ins pect their own gum region where Striant is applied. A ny abnormal finding s hould be brought promptly
to the attention of the patient’s physician. In s uch circums tances, dental consultation may be appropriate. 

5.2 Wors eni ng of Beni g n Pros tati c Hyperpl as i a (BPH) and Potenti al Ri s k of Pros tate Cancer 

•	 Patients with BPH treated with androgens are at an increased ris k for wors ening of s igns and symptoms of
BPH. Monitor patients with BPH for wors en in g s ig ns an d s ymp t oms . 

•	 Patien ts treated with an dro gen s may b e at in creased ris k fo r pro s tate cancer. Ev aluate p atients fo r pro state 
cancer prior to initiating and during treatment with androgens [see Contraindications ( 4) and Adverse 
Rea ctions ( 6.1)]. 

5.3 Pol ycythemi a 

In creas es in h ematocrit, reflective of increases in red blood cell mas s , may require lowering or dis continuation of 
tes tostero ne. Ch eck h ematocrit prio r to in itiating treatment. It would als o be appropriate to re-evalu ate th e 
hematocrit 3 to 6 mo nth s after s tarting treatment, an d then an nually . If h emato crit b ecomes elevated, s to p th erapy 
un til h emato crit decreases to an acceptable concentratio n. A n increase in red b lo od cell mas s may in crease the ris k
of thromboembolic events. 

5 .4 Us e i n Women 

Due to lack of controlled evaluations in women and potential virilizing effects , Strian t is not indicated for us e in 
wo men . 

5 .5 Potential for Advers e Effects on S permatog enes is 

W ith large dos es of exogenous androgens, including St rian t , s permato gen esis may b e s upp ressed t h roug h feed back 
in h ib it io n o f p itu it ary fo llicle-s timulating hormone (FSH) which could possibly lead to adverse effects on s emen 
p arameters in cludin g s perm co u nt. 
5 .6 Hepati c Advers e Effects 

Prolonged use of high doses of orally active 17-alpha-alkyl androgens (e.g., methyltestosterone) has b een associated 
with s eriou s h epatic ad verse effects (p eliosis h epatis , h epatic n eoplasms , cholestatic hepatitis, an d jau ndice). Pelio sis 
h ep atis can b e a life-threatening or fatal complication. Long-term t h erapy wit h t es tost ero ne enant hat e, wh ich 
elevates blood levels for prolonged periods, has produced multiple hepatic adenomas. Tes tosterone is not known to 
produce th ese adverse effects. Nonetheless, patients s hould be instructed to report any s igns or s ymptoms of hepatic
dys function (e.g., jaundice). If thes e occur, promptly discontinue St rian t wh ile th e cause is ev alu ated. 

Reference ID: 3475130 



  

  
   

   
   

 
 

  

  
  

   

  
 

   

  
   

  

 
  

   
  

  

 
      

 
   

    
           

     
   

   
    

  
  

  
  

  
  

 

      
    

   
 

 
 

5.7 Edema 

Androgens, including Striant, may promote retention of sodium and water. Edema with or without congestive heart 
failure may be a s erious complication in patients with preexis ting cardiac, renal, or hepatic dis ease. In addition to 
discontinuation of the drug, diuretic therapy may be required [see Adverse Reactions (6.1)]. 
5.8 Gynecomas tia 

Gynecomastia may develop and persist in patients being treated with androgens, including Striant, for 
hypogonadism. 

5.9 Sleep Apnea 

The treatment of hypogonadal men with tes tosterone may potentiate s leep apnea in s ome patients especially those 
with risk factors such as obesity or chronic lung diseases. 

5.10 Lipids 

Changes in the serum lipid profile may occur. Monitor the lipid profile periodically, particularly after s tarting
therapy. 

5.11 Hypercalcemia 

Androgens, including Striant, should be used with caution in cancer patients at risk of hypercalcemia (and associated
hypercalciuria). Regular monitoring of serum calcium concentrations is recommended in these patients. 

5.12 Decreas ed Thyroxine-binding Globulin 

Androgens, including Striant, may decrease concentrations of thyroxine-binding globulins, resulting in decreased 
total T4 concentrations and increased resin uptake of T3 and T4. Free thyroid hormone concentrations remain 
unchanged, however, and there is no clinical evidence of thyroid dysfunction. 
6 ADVERSE REACTIONS 

6.1 Clinical Trials Experience 

Becaus e clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical 
trials of a drug can not be directly compared to rates in the clinical trials of another drug and may not reflect the
rates observed in practice. 
Twelve Week Clinical Trials in Hyp ogona dal Men 

In the Phase 3, open-label study, 98 patients received Striant for up to 12 weeks. Adverse reactions to Striant 
reported by ≥1% of patients are lis ted in Table 1. 

Table 1. Advers e Reactions Obs erved With the Use of Striant 
in ≥1% of Patients 

Adverse Reaction Striant (n=98) 
Gum or Mouth Irritation 9.2% 
Taste Bitter 4.1% 
Gum Pain 3.1% 
Gum Tenderness 3.1% 
Headache 3.1% 
Gum Edema 2.0% 
Taste Perversion 2.0% 

Gum irritation generally resolved in 1 to 8 days. Gum tenderness resolved in 1 to 14 days [see Gum-related a dverse 
events and gum examinations in Adverse Reactions (6.1)]. 

The following adverse reactions to Striant occurred in 1 patient each: acne, anxiety, breast enlargement, breast pain, 
buccal mucosal roughening, difficulty in micturition, fatigue, gingivitis, gum blister, gustatory sense diminished, 
hematocrit increased, lipids serum increased, liver function tests abnormal, nose edema, stinging of lips, and
toothache. 

Reference ID: 3475130 



   
 

   

        

      
  

    
    

    
   

 
 

 

   
 

    
     

   
    

     

 
  

  

  
  

  

    
        

  
  

  

    
    

   
  

  
   

 
  

  

  

   
   

 

There was one additional 12-week s tudy in 12 patients. In this s tudy, additional adverse reactions to Striant and
reported by 1 patient each included emotional lability and hypertension. 
Lo ng -Term E x tension C l i nical Tri a ls i n Hy p og onada l M en 

In two extension trials , a total of 117 and 51 patients received Striant for at leas t 6 months and 1 year, respectively. 

Of 117 patients treated for at leas t 6 months, adverse reactions reported by 1 patient each included: anxiety, buccal 
inflammation, depression, dry mouth, gum redness, hypertension, infection, medication error, nausea, pruritus, renal 
function abnormal, s tomatitis, taste bitter, tas te perversion and toothache. Polycythemia and increased s erum
pros tate s pecific antigen (PSA) were reported in three and two patients, respectively. 

In thes e two extension studies, a total of 48 patients received Striant for at leas t 2 years. In these patients, adverse 
reactions included: gingival recession, lip ulceration, s tomatitis, ras h, prostate cancer, increased PSA, abdominal 
pain, diarrhea, hypertension aggravated, headache, nervousness, polycythemia, taste perversion, aggressiveness,
hyperlipidemia, peripheral edema, and anxiety. 
Gum-rel a t ed a d verse events a nd g um examina tio ns 

In the open-label s tudy, all reported gum-related adverse events were collected and gum examinations were 
conducted at Baseline and every month thereafter. 

A total of 16 patients reported 19 gum-related adverse reactions. Of thes e, ten patients (10.2%) reported 12 reactions 
of mild intensity, four patients (4.1%) reported 5 reactions of moderate intensity, and two patients (2.0%) reported 2 
reactions of severe intensity. Four patients (4.1%) dis continued treatment with Striant due to gum or mouth-related 
adverse reactions including two with severe gum irritation, one with mouth irritation, and one with “bad taste in 
mouth.” Gum irritation generally resolved in 1 to 8 days. Gum tenderness resolved in 1 to 14 days. 

Monthly gum examinations were conducted to assess for gingivitis, gum edema, oral lesions, ulcerations or 
leukoplakia. No cases of ulceration or leukoplakia were observed. No new oral lesions were observed. The incidence 
of gingivitis and gum edema was not increased during treatment. 

In the two extension trials, gum examinations were conducted every 3 months while on treatment. In one of these 
trials, no patient had a gum abnormality, and in the other trial, moderate gingivitis and mild gum edema were 
reported by 1 patient each. 

In thes e two extension studies, patient-reported information on Striant gum adherence was collected every 3 months 
for 1 year. At each visit, 37% to 52% of patients reported problems with Striant adhering to the gum. 
Circums tances s urrounding Striant detachment included eating, drinking and oral care. Hot foods and hot beverages 
were more likely to be as s ociated with detachment than cold food and cold beverages. 

6 .2 Pos tmark eting Experience 

The following adverse reactions have been identified during post approval use of Striant. Because the reactions are 
reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency 
or es tablish a causal relationship to drug exposure: dry mouth, gingival s welling, lip s welling, mouth ulceration, 
stomatitis , red blood cell increased, and dysgeusia. 

7 DRUG INTERACTIONS 
7 .1 Ins ulin 

Changes in insulin sensitivity or glycemic control may occur in patients treated with androgens. In diabetic patients, 
the metabolic effects of androgens may decrease blood glucose and, therefore, may necessitate a decrease in the 
dose of anti-diabetic medication. 

7 .2 Oral Anti coag ul ants 

Changes in anticoagulant activity may be s een with androgens, therefore more frequent monitoring of the 
international normalized ratio (INR) and prothrombin time are recommended in patients taking warfarin, es pecially 
at the initiation and termination of androgen therapy. 

Reference ID: 3475130 



  

  
   

  

   

      
 

       
  

  

    
      
   

  

      
 

   

   
 

  

  

   

  

 
    

  

    

   

 
 

  

    
    

   

   

   

   

  

    

    
  

7 .3 Corticos teroids 

The concurrent use of testosterone with corticosteroids may res ult in increased fluid retention and requires careful
monitoring, particularly in patients with cardiac, renal or hepatic disease. 

8 US E IN S PECIFIC POPULATIONS 

8 .1 Preg nancy 

Pregnancy Category X: Striant is contraindicated in pregnant women or in women who may become pregnant. 
Testosterone is teratogenic and may cause fetal harm. Exposure of a fetus to androgens s uch as testosterone may 
result in varying degrees of virilization. If a woman becomes pregnant while taking Striant, she s hould be apprised 
of the potential hazard to the fetus. 

8.3 Nurs ing Mothers 

Although it is not known how much testosterone transfers into human milk, Striant is contraindicated in nursing 
women because of the potential for virilization in nursing infants. Testosterone and other androgens may adversely
affect lactation. 

8.4 Pediatric Us e 

Safety and effectiveness of Striant in males less than 18 year of age have not been established. Improper use may 
res ult in acceleration of bone age and premature closure of the epiphyses. 
8.5 Geriatric Us e 

Of the total number of subjects in clinical studies of Striant, 51 patients (17%) were 65 years of age and older. There 
is ins ufficient long-term s afety data in geriatric patients to as sess the potentially increased ris ks of cardiovascular
dis eas e and prostate cancer. 

8.6 Renal Impairment 

No s tudies were conducted in patients with renal impairment. 

8.7 Hepatic Impairment 

No s tudies were conducted in patients with hepatic impairment. 
9 DRUG ABUS E AND DEPENDENCE 

9 .1 Control l ed S ubs tance 

Striant contains testosterone, a Schedule III controlled s ubstance in the Controlled Substances Act. 

9 .2 Abus e 

Anabolic steroids, s uch as testosterone, are abused. Abuse is often as sociated with adverse physical and
ps ychological effects. 

9 .3 Dependence 

Although drug dependence is not documented in individuals using therapeutic doses of anabolic steroids for 
approved indications, dependence is observed in some individuals abusing high doses of anabolic steroids. In 
general, anabolic steroid dependence is characterized by any three of the following: 

• Taking more drug than intended 

• Continued drug use despite medical and social problems 

• Significant time spent in obtaining adequate amounts of drug 

• Desire for anabolic steroids when supplies of the drugs are interrupted 

• Difficulty in discontinuing use of the drug despite desires and attempts to do so 

• Experience of a withdrawal syndrome upon discontinuation of anabolic steroid use 
10 OVERDOS AGE 

Reference ID: 3475130 



  
  

 
  

 
 

  

    
   

    
    

  

   
  

   
 

 

 

 
 

 
   

 

    
     

  
  

 
  

   
  

  

There is one report of acute overdosage with testosterone enanthate injection: testosterone levels of up to
11,400 ng/dL were implicated in a cerebrovascular accident. 

Oral inges tion of Striant is not expected to res ult in clinically s ignificant serum tes tosterone concentrations due to 
extens ive firs t-pass (hepatic) metabolism. 

Treatment of overdosage would consist of discontinuation of Striant together with appropriate symptomatic and 
s upportive care. 

1 1 DES CRIPTION 

Striant (tes tosterone buccal s ystem) mucoadhesive is for buccal administration only. It contains testosterone, an
androgen. 

Striant is designed to adhere to the gum or inner cheek. It provides a controlled and sustained release of tes tosterone 
through the buccal mucosa as the buccal system gradually hydrates. Application of Striant twice a day, in the 
morning and in the evening, provides continuous systemic delivery of testosterone. 

Striant is a white to off-white colored, monoconvex, tablet-like, mucoadhesive buccal system. Striant adheres to the 
gum tis s ue above the incis ors, with the flat surface facing the cheek mucosa. 

The active ingredient in Striant is tes tosterone (s ee Figure 1). Each buccal s ystem contains 30 mg of testosterone. 
Tes tosterone USP is practically white crystalline powder chemically des cribed as 17-beta hydroxyandrost-4-en-3­
one. 

Fi g ure 1 :  Chemical S tructure of Tes tos terone 

Other pharmacologically inactive ingredients in Striant are anhydrous lactose NF, carbomer 934P, hypromellose 
USP, magnesium stearate NF, lactose monohydrate NF, polycarbophil USP, colloidal silicon dioxide NF, starch NF 
and talc USP. 

12 CLINICAL PHARMACOLOGY 
12.1 Mechani s m of Acti on 

Endogenous androgens, including testosterone and dihydrotestosterone (DHT), are responsible for the normal 
growth and development of the male sex organs and for maintenance of secondary s ex characteristics. These effects 
include the growth and maturation of prostate, seminal vesicles, penis and scrotum; the development of male hair 
distribution, such as facial, pubic, chest and axillary hair; laryngeal enlargement, vocal chord thickening, alterations 
in body musculature and fat distribution. Testosterone and DHT are necessary for the normal development of 
s econdary s ex characteris tics. Male hypogonadism res ults from ins ufficient s ecretion of testosterone and is 
characterized by low serum testosterone concentrations. Signs/symptoms associated with male hypogonadism 

Reference ID: 3475130 



   
  

 
 

  
   

  

  
 

 
 

  

   
    

  

 
 

 

 

    
 

 

 
 

     
  

  
    

   

include erectile dysfunction and decreased sexual desire, fatigue and loss of energy, mood depression, regression of
s econdary s exual characteristics and osteoporosis. 

Male hypogonadism can present as primary hypogonadism caused by defects of the gonads, such as Klinefelter’s 
Syndrome or Leydig cell aplasia while secondary hypogonadism is the failure of the hypothalamus or pituitary to
produce sufficient gonadotropins (FSH, LH). 

12.2 Pharmacodynamics 

No pharmacodynamic studies were conducted using Striant. 

12.3 Pharmacok inetics 
Absorption 

When applied to the buccal mucosa, Striant releases testosterone, allowing for absorption of testosterone through 
gum and cheek surfaces that are in contact with the buccal system. Since venous drainage from the mouth is to the
s uperior vena cava, trans-buccal delivery of testosterone circumvents firs t-pass (hepatic) metabolis m. 

Following the initial application of Striant, the serum testosterone concentration ris es to a maximum within 
10-12 hours. The mean maximum (Cm ax) and mean average s erum total tes tosterone concentrations for the 12 hour 
dosing period (Cavg(0-12)) are within the normal physiologic range. 

Striant is intended for twice daily dosing. Serum concentrations of testosterone reach steady-state levels after the 
second dose of twice daily Striant dosing. Following removal of Striant, the serum testosterone concentration
decreases to a level below the normal range within 2-4 hours . 

Figure 2. Mean (S D) total tes tos terone concentration-time curves on
 
Day 7 (after 7 days of S triant treatment, n=29)
 

Although no specific food effect study was conducted, Phase 3 study results showed that consumption of food and
beverage did not significantly affect the absorption of testosterone from Striant. 

The effects of toothbrushing, mouthwashing, chewing gum and alcoholic beverages on the use and absorption of 
Striant were not investigated in controlled studies. However, Phase 3 clinical s tudies permitted patients to do these 
activities indicating the use of Striant was not s ignificantly affected by these activities. 
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Distribution 

Circulating testosterone is chiefly bound in the serum to sex hormone-binding globulin (SHBG) and albumin. 
Approximately 40% of testosterone in plasma is bound to SHBG, 2% remains unbound (free) and the rest is bound 
to albumin and other proteins. 
Metabolism 

Testosterone is metabolized to various 17-keto s teroids through two different pathways, and the major active 
metabolites are es tradiol and dihydrotestosterone (DHT). 

Mean DHT concentrations increased in parallel with tes tosterone concentrations during Striant treatment. After 
24 hours of treatment, mean (SD) DHT serum concentrations was approximately 80 (50) ng/dL. The mean
s teady-state T/DHT ratio during treatment with Striant ranged approximately 9-12. 
Excretion 

There is cons iderable variation in the half-life of tes tosterone as reported in the literature, ranging from ten to 
100 minutes . About 90% of a dose of testosterone given intramuscularly is excreted in the urine as glucuronic and 
sulfuric acid conjugates of testosterone and its metabolites; about 6% of a dos e is excreted in the feces, mos tly in the
unconjugated form. Inactivation of testosterone occurs primarily in the liver. 
Geriatrics 

In patients 65 years of age and older, the total testosterone Cavg(0-24) value was higher by 13% compared to patients 
<65 years of age. In addition, the total T to DHT area-under-the curve ratio was lower in the older population 
compared to the younger population by 16%. These differences may not be clinically significant. 

13 NONCLINICAL TOXICOLOGY 
13.1 Carcinog enesis, Mutag enesis, Impairment of Fertility 
Carcinogenicity 

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 
tes tosterone into some s trains of female mice increas es their s usceptibility to hepatoma. Testosterone is als o known 
to increase the number of tumors and decrease the degree of differentiation of chemically induced carcinomas of the 
liver in rats . 
Mutagenesis 

Testosterone was negative in the in vitro Ames and in the in vivo mouse micronucleus assays. 
Impairment of Fertility 

The adminis tration of exogenous testosterone has been reported to s uppress s permatogenesis in the rat, dog and 
non-human primates, which was reversible on cessation of the treatment. 
14 CLINICAL S TUDIES 

14.1 Clinical Trials in Adult Hypogonadal Males 

Striant was evaluated in a multicenter, open-label Phase 3 trial in 98 hypogonadal men. In this study, 30 mg of 
Striant was administered buccally twice daily for 12 weeks . The mean age was 53.6 years (range 20 to 75 years ). 
Overall, 69% of patients were Caucasian, 9% were African-American, 15% were His panic, 4% were As ian, and 2%
were of another ethnic origin. At baseline, 10% of patients reported current use of tobacco and 42% drank alcohol. 

Of 82 patients who completed the trial and had sufficient data for full analys is , 86.6% had mean s erum tes tosterone 
concentration (Cavg(0-24)) values within the physiologic range (300-1050 ng/dL). 

The mean (±SD) time-averaged s teady-state daily testosterone concentration (Cavg(0-24)) at Day 84 was 
520 (±205) ng/dL compared with a mean of 149 (±99) ng/dL at Baseline. The mean (±SD) maximum tes tosterone 
concentration (Cm ax) at Day 84 was 970 (±442) ng/dL. At Day 84, the mean percentage of time over the 24-hour 
sampling period that total testosterone concentrations remained within the normal range of 300-1050 ng/dL was
76%. 
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Figure 3 s hows the mean total testosterone serum concentration versus time curves on Day 84 (after 12 weeks of
Striant treatment). 

Figure 3. Mean (S D) total tes tos terone concentration-time curves on 
Day 84 (after 12 week s of S triant treatment, n=82) 

Mean DHT concentrations increased in parallel with tes tosterone concentrations, with the total testosterone/DHT 
ratio (9-12) indicating no alteration in metabolism of tes tosterone to DHT in tes tosterone deficient men treated with
Striant. 

During continuous treatment there was no accumulation of testosterone, and mean total testosterone, free 
tes tosterone, and DHT were maintained within their physiologic ranges. 

16 HOW S UPPLIED/S TORAGE AND HANDLING 

Striant (testosterone buccal system) mucoadhesive is supplied in transparent blister packs containing 10 doses. It is 
white to off-white colored with a flat edge on one side and a convex surface on the other. 

Striant is debossed on its flat side, as shown below: 

A
 
Each Striant buccal system contains 30 mg of testosterone and is supplied as follows: 

NDC Number Package Size 
52244-030-60 6 blis ter packs , 

10 buccal s ystems per blis ter pack, 
30 mg of testosterone per buccal system 

Store at 20-25°C (68-77°F) [see USP Controlled RoomTemperature]. Protect from heat and mois ture. Damaged 
blister packages should not be used. Discard used Striant buccal systems in household trash in a manner that 
prevents accidental application or ingestion by children or pets. 
17 PATIENT COUNS ELING INFORMATION 

S ee FDA-Ap p roved Pa tient La beli ng ( Patient In fo rmat ion ). 

Patients s hould be informed of the following: 
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17.1 Men with Known or S us pected Pros tate or Breas t Cancer 

Men with known or suspected prostate or breast cancer should not use Striant [see Con trai ndi cat io ns ( 4) a nd 
Warnings and Precautions ( 5.2)]. 

17.2 Gum-Related Advers e Reactions 

Gum-related advers e reactions, including s evere gum irritation, were reported in clinical trials of Striant. Advis e 
patients to regularly inspect the gum region where they apply Striant and to report any abnormality to their health 
care profes sional. 

17.3 Potential Advers e Reactions with Androgens 

Patients s hould be informed that treatment with androgens, s uch as Striant, may lead to adverse reactions that 
include: 

•	 Changes in urinary habits such as increased urination at night, trouble starting their urine stream, passing 
urine many times during the day, having an urge that they have to go to the bathroom right away, having a
urine accident, being unable to pass urine and having a weak urine flow 

•	 Breathing dis turbances, including those associated with s leep, or exces sive daytime s leepiness 

•	 Too frequent or persistent erections of the penis 

•	 Nausea, vomiting, changes in skin color, or ankle swelling 

17.4 Patients S hould be Advis ed of thes e Application Ins tructions 

•	 Advise patients to carefully read the patient information accompanying each carton of Striant blister 
packaged tablets. 

•	 Morning and evening oral care should be timed to coincide with removal of the residual old system and
application of a new buccal system. 

o	 Before morning and evening oral care, the res idual Striant buccal system residual should be
removed, then oral care should be performed. 

o	 Following oral care, a new buccal s ystem should be applied. 

•	 Upon opening the packet, the rounded side surface of the buccal system should be placed against the gum 
and held firmly in place with a finger over the lip and against the product for 30 seconds to ensure
adhesion. 

•	 Striant should be placed in a comfortable position just above the incisor tooth (on either side of the mouth). 
With each application, Striant should be rotated to alternate sides of the mouth. 

•	 Striant is designed to stay in position until removed. If the buccal system fails to properly adhere to the 
gum or falls off within the first 8 hours of dosing, replace with a new system and continue for a total of 
12 hours for the placement of the first system. If the system falls out of position after 8 hours of dosing, a 
new buccal system should be applied and it may remain in place for 12 hours then continue with the next 
regularly scheduled dosing. 

•	 Patients should take care to avoid dislodging the buccal system. Patients should check to see if Striant is in 
place following consumption of food or alcoholic/non-alcoholic beverages. Striant should not be chewed or
s wallowed. 
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Patient Information 
STRIANT® (STRI’ ant) CIII 

(testosterone buccal system) 

mucoadhesive 

Read this Patient Information before you start using Striant and each time you get 
a refill. There may be new information. This information does not take the place of 
talking with your healthcare provider about your medical condition or your 
treatment. 

What is Striant? 

Striant is a prescription medicine that contains testosterone. Striant is used to treat 
adult males who have low or no testosterone. 

Your healthcare provider will test your blood for testosterone before you start and 
while you are using Striant. 

It is not known if Striant is safe and effective in children younger than 18 years old. 
Improper use of testosterone may affect bone growth in children. 

Striant is a controlled substance (CIII) because it contains testosterone that can be 
a target for people who abuse prescription medicines. Keep your Striant in a safe 
place to protect it. Never give your Striant to anyone else, even if they have the 
same symptoms you have. Selling or giving away this medicine may harm others 
and it is against the law. 

Striant is not meant for use by women. 

Who should not use Striant?
 

Do not use Striant if you:
 

•	 are a man who has breast cancer 

•	 have or might have prostate cancer 

•	 are pregnant or may become pregnant or are breastfeeding. Striant may harm 
your unborn or breastfeeding baby. 

Talk to your healthcare provider before using this medicine if you have any of the 
above conditions. 

What should I tell my healthcare provider before using Striant? 

Before you use Striant, tell your healthcare provider if you: 
•	 have breast cancer 

•	 have or might have prostate cancer 

•	 have problems urinating due to an enlarged prostate 

•	 have heart problems 
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•	 have kidney or liver problems 

•	 have problems breathing while you sleep (sleep apnea) 

•	 have diabetes 

•	 have any other medical conditions 

Tell your healthcare provider about all the medicines you take, including 
prescription and non-prescription medicines, vitamins, and herbal supplements. 

Using Striant with other medicines can affect each other. Especially tell your 
healthcare provider if you take: 

•	 insulin 

•	 medicines that decrease blood clotting 

•	 corticosteroids 

Know the medicines you take. Ask your healthcare provider or pharmacist for a list 
of all your medicines if you are not sure. Keep a list of them and show it to your 
healthcare provider and pharmacist when you get a new medicine. 

How should I use Striant? 

•	 Apply Striant exactly as your healthcare provider tells you to. 

•	 Striant is applied 1 time in the morning (after your routine oral care) and 1 time 
in the evening (about 12 hours apart). 

•	 Change (rotate) your application site to the other side of your mouth with each 
application. 

•	 Striant should stay on the application site until you take it off. If your Striant 
becomes loose or falls off, throw it away and put on a new one. 

•	 Check to make sure that Striant is still in place after you brush your teeth, use 
mouthwash, or have anything to eat or drink. 

•	 Do not chew or swallow Striant. 

•	 Remove Striant by gently sliding it to the front or back of your mouth to loosen 
it. Then slide it downwards from your gum to your tooth. This will avoid 
scratching the gum. 
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Applying Striant: 

●	 Striant is to be applied to your upper gum, just above either the left or 
right incisor tooth. The incisor is the tooth just to the right or left of your 2 
front teeth. 

1. Remove your Striant from the package. Tear off 1 Striant. Start at the 
corner tab and peel off paper backing (See Figure A). 

(Figure A) 

• Push Striant through the foil from the front (See Figure B). 

(Figure B) 

2. C heck Striant. Striant is curved on one side and flat on the other side. The flat 
side has the letter “A” marked on it (See Figure C). 

(Figure C) 
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3. Apply Striant. Place the flat side of the Striant on your fingertip (See Figure D). 

(Figure D) 

•	 Gently place the curved side of Striant against your upper gum, then push 
Striant up as high as it will go on your gum (See Figure E). 

•	 The flat side of Striant should be facing your cheek. 

(Figure E) 
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4. Hold Striant in place for 30 seconds. Using your finger, push down on the 
outside of your upper lip over the application site for 30 seconds (See Figure F). 
This will help Striant to stick to the application site. 

(Figure F) 

What are the possible side effects of Striant? 
Striant can cause serious side effects including: 
•	 Gum problems. Striant can cause severe gum irritation. You should check your 

gums often and tell your healthcare provider right away if you notice any signs 
of gum problems. 

•	 If you already have an enlargement of your prostate gland, your signs 
and symptoms may get worse while using Striant. This can include: 

•	 increased urination at night 

•	 trouble starting your urine stream 

•	 having to pass urine many times during the day 

•	 having an urge that you have to go to the bathroom right away 

•	 having a urine accident 

•	 being unable to pass urine or weak urine flow 

•	 Possible increased risk of prostate cancer. Your healthcare provider should 
check you for prostate cancer or other prostate problems before you start and 
while you use Striant. 

•	 Blood clots in the legs. This can include pain, swelling, or redness of your 
legs. 

•	 In large doses Striant may lower your sperm count. 
•	 Swelling of your ankles, feet or body, with or without heart failure 
•	 Enlarged or painful breasts 
•	 Problems breathing while you sleep (sleep apnea). 
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Tell your healthcare provider right away if you have any of the serious side 
effects listed above. 

The most common side effects of Striant include: 
•	 a change in how food tastes to you or an unusual or bitter taste in your mouth 

•	 gum pain, tenderness, or swelling 

•	 headache 

Other side effects include more erections than are normal for you or erections 
that last a long time. 

Tell your healthcare provider if you have any side effect that bothers you or that 
does not go away. 

These are not all the possible side effects of Striant. For more information, ask your 
healthcare provider or pharmacist. 

Call your doctor for medical advice about side effects. You may report side effects 
to FDA at 1-800-FDA-1088. 

How should I store Striant? 
•	 Keep Striant at room temperature between 68°F to 77°F (20°C to 25°C). 

•	 Keep Striant dry and away from heat. 

•	 Do not use a damaged blister package. If your Striant blister package is 
damaged, throw it away and get a new one. 

• Safely throw away your used Striant in the household trash. 

Keep Striant and all medicines out of the reach of children and pets. 

General information about the safe and effective use of Striant. 

Medicines are sometimes prescribed for purposes other than those listed in a 
Patient Information leaflet. Do not use Striant for a condition for which it was not 
prescribed. Do not give Striant to other people, even if they have the same 
symptoms you have. It may harm them. 

This Patient Information leaflet summarizes the most important information about 
Striant. If you would like more information, talk with your healthcare provider. You 
can ask your healthcare provider or pharmacist for information about Striant that is 
written for health professionals. 

For more information go to www.striant.com or call 1-877-663-0412. 

What are the ingredients in Striant? 
Active Ingredient: testosterone 

Inactive Ingredients: anhydrous lactose NF, carbomer 934P, hypromellose USP, 
magnesium stearate NF, lactose monohydrate NF, polycarbophil USP, colloidal 
silicon dioxide NF, starch NF, and talc USP. 
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