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ABSTRACT 

Pharmaceutical regulatory labeling is essential for guaranteeing patient safety, effectiveness, 

and adherence to legal requirements. In the pharmaceutical sector, a label refers to the 

information on a drug or medical product's packaging. It contains crucial information needed 

for consumers and healthcare professionals to utilize the product safely and effectively. In 

this article we compared the regulatory labels for Advair Diskus® (fluticasone propionate 

and Salmeterol) and Flovent Diskus® (Fluticasone propionate) in terms of their safety 

profiles, dosage forms, indications, and possible side effects to know the difference between 

NDA &ANDA regulatory labels. 

Flovent Diskus®, approved under an NDA, is a corticosteroid that reduces airway 

inflammation and is recommended for the treatment of asthma and chronic obstructive 

pulmonary disease. On the other hand, the generic medication Advair Diskus® offers a dual-

action treatment for asthma and COPD by combining the anti-inflammatory effects of 

Fluticasone with the bronchodilator effects of Salmeterol, a long-acting beta-agonist.  

Key words: Regulatory Labelling, Fluticasone Propionate, Asthma, COPD, Flovent Diskus®, 

Advair Diskus® 

INTRODUCTION 

Pharmaceutical regulatory labeling entails developing, reviewing, and managing crucial 

documents that convey vital product information to stakeholders while adhering to global 

regulatory requirements. This process guarantees that products, including drugs and food, 

meet industry standards and are safe for consumer use.(1-2). 

The Code of Federal Regulations (CFR) is an executive department and agencies of the 

Federal government have a codification of the general & permanent rules published in federal 

register. Food and Drug administration reserved for the rules of Title 21 CFR. They contains 

regulations pertaining to Food, Drugs, Cosmetics, Medical Devicesother related things under 

the jurisdiction of the USFDA (3). 

Parts of 21 CFR: 3 
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S.NO  21 CFR’S Parts Stands for 

1 11 e-submission & e-Signature 

2 50 Protection of Human Subjects 

3 54 Financial disclosure by Clinical Investigators  

4 56 Institutional Review Board 

5 101 Food Labeling  

6 104 Nutritional Quality guidelines for foods  

7 106 Infant Formula Quality Control Procedures 

8 110 cGMP Practices in manufacturing, Packaging or holding human food 

9 210 cGMP Practices in manufacturing, Packaging or holding of drugs 

10 211 cGMP Practices for finished Pharmaceuticals 

11 225 cGMP Practices for medicated feeds. 

12 312 Investigation New drug application 

13 314 Application for FDA Approval to Market a New Drug 

14 600-680 Biological Products 
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Comparison between Regulatory Label & Label:  

A Regulatory label is a product that strictly adheres to government regulations and includes 

all mandatory information required by law for consumer safety.1 

Label is a standard product label that may include additional marketing information beyond 

the legally required details, potentially with less emphasis on safety-critical aspects (4). 

NDA-It is a New Drug Application is a request to the USFDA to market a new drug (1). 

ANDA-It is an Abbreviated New Drug Application is a request to Food & Drug 

Administration to launch into a market to generic version of approved drug. ANDA process 

guarantees that generic medications are safe and efficient as name-brand ones (2). 

Fluticasone Propionate:In 1980, fluticasone propionate received FDA approval, and in 1990, 

it was authorized for use in medicine. There is a generic version of it. Artificial gluco 

corticoids include fluticasone propionate. These medications are offered for a variety of 

inflammatory indications as topical, nasal, spray, and inhaler therapies.(5). 

                  1) Anti-Inflammatory agents, Corticosteroids (6) 

2) Mechanism of action: Glucocorticoid receptor Agonist(6) 

METHODOLOGY 

Difference between NDA & ANDA: 

NDA  ANDA 

Non-Clinical  &Clinical studies are needed BA and BE studies are needed 

Section 505 (b) (2) 

21 CFR 314.105 

They required 3 copies of NDA are an 

Section 505 (j) (2) (A) (V) 

21 CFR 314.94(a) (8) 

They required archival, a review & a field 
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archival copy, a review copy & a field copy. copies in ANDA. 

Extensive review including pharmacology, 

Toxicology, etc. 

The review process is focused mainly on 

bioequivalence and labeling 

Form FDA-356h: application to the market a 

new drug biologic or antibiotics drugs for 

human use 

Form FDA- 3397- fee cover sheet user (10) 

Form FDA 331- NDA field report 

Form FDA 3674- compliance of certification 

of (instrumentation included)(19) 

Form FDA 3794- instrumentation for 

completing(fee cover sheet Generic drug 

user) 

 

Process of NDA & ANDA: 

NDA Process: 

 

 

 

 

 

 

 

 

 

ANDA Process: 

Preclinical and IND 
submission 

Carrying out pre-clinical 
research for safety. Human trials 
can start after applying for FDA 

approval of an experimental 

Novel Medication. 

Clinical Trails 

Phase I, II&III trials are performed 
to evaluate the safety, efficacy and 
side effects in Human Participants. 

 

 

NDA submission 

Collect and submit all relevant 
information such as, clinical trial, 
pre-clinical research finding, and 
manufacturing, specifications and 

suggested labeling. 

 

FDA Review and Decision 

The FDA investigates and 
reviews the submission, before 
approving the drug or medicine 

for sale and sending out the letter 

outlining with correction. 
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1) Comparison between Flovent Diskus® (NDA) & Advair Diskus® (Generic): 

FLOVENT DISKUS ADVAIR DISKUS 

Chemical formula: C25H31F3O5S Chemical formula: C25H31F3O5S 

Dosage & Administration(8): 

1) Asthma therapy & disease severity is 

priorly based on starting dosage. 

 

 

2) 100-1000 mcg taken bis in die daily in 

the treatment of asthma in patients 

aged 12yrs an older. 

3) 50-100 mcg taken bis in die daily for 

Dosage &Administration (7): 

1. 1 inhalation 100/50, 250/50 or 

500/50 doses of Advair Diskus are 

taken twice in a day, in the treatment 

of asthma for patients aged 12 & 

older, the severity is priorly based on 

starting dosage.  

2. 1 inhalation of 100/50 dose of Advair 

Diskus is taken twice in a day, in the 

treatment of asthma for patients aged 

Identifying Reference listed drug 
(RLD) 

Choose a brand name that has 
already received approval to use as 

the bioequivalence. 

Bioequivalence and CMC 
Studies 

 To ensure quality conduct 
bioequivalence studies and 

chemistry, manufacturing and 

controls (CMC) data. 

ANDA Submission  

Bioequivalence data, CMC 
information and product labeling 
for review are submitted for FDA 

approval. 

FDA review and decision  

After investigating the application, 
the FDA approves it for marketed 
entry or sends complex response 

ether to medication to for any 

issues. 
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the treatment of asthma in patients 

aged 4-11years. 

4-11years. 

3. 1 inhalation of 250/50 dose of Advair 

Diskus is taken twice in a day, in the 

treatment COPD. 

 

Drug Interactions: 

1. It is having potent cytochrome P450 3A4 

inhibitors such as Ketoconazole & 

Ritonavir. 

2. It may make systemic Corticosteroid 

effects more likely, so it is not advised to 

use. 

 

Drug Interactions:  

1. It is having potent cytochrome P450 

3A4 inhibitors such as Ritonavir. 

2. It may make systemic corticosteroid 

& Cardiovascular effect more likely, 

so it is not advised to use. 

3. Tricyclic anti- depressants & 

Monoamine oxidase inhibitors are 

used very carefully. They may 

intensify he salmeterol vascular 

system effect. 

4. Beta- blockers, it may cause severe 

bronchospasm by blocking the 

bronchodilator effects of beta-

agonist. 

5. Concurrent beta-agonists may create 

a problem in the electrodiographic 

abnormalities or hypokalemia that 

are linked with no potassium sparing 

diuretics hey should use carefully. 
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Adverse Reactions: 

1. Throat irritation & upper respiratory tract 

infections or inflammation are 

incorporated. 

2. Fever, Cough, Headache, Bronchitis, 

Sinusitis, Rhinitis, Gastrointestinal 

distress, Oral Candidiasis. 

Adverse Reactions : 

1. Coughing, Headaches, Nausea, 

Vomiting, Pharyngitis, oral 

candidiasis, Dysphonia bronchitis, 

Upper respiratory tract infections or 

inflammation are the symptoms of 

Asthma. 

2. COPD symptoms include Headaches, 

Viral respirators, Infections, 

Musculoskeletal pain, throat irritation 

& Pneumonia.  

 

Fig 1 Regulatory Labeling of Flovent Diskus® (NDA) 
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Fig 2 Regulatory Labeling of Advair Diskus® (Generic) 
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ABBREVIATIONS 

NDA- New Drug Application 

ANDA- Abbreviated New Drug Application 

COPD- Chronic Obstructive Pulmonary Disease 

CFR- Code of Federal Regulations 

USFDA- United States Food & Drug Administration 

cGMP - Current Good Manufacturing Practices 

BA- Bioavailability 

BE- Bioequivalence 

RLD- Reference Listed Drug 

CMC- Chemistry, Manufacturing, Controls 

CONCLUSION 

In order to guarantee medication safety, effectiveness, and adherence to federal rules, 

regulatory labeling is essential.  It is clear from comparing Advair Diskus® (marketed as a 

generic under an ANDA) and Flovent Diskus® (NDA) that although both drugs have 

comparable therapeutic uses, the regulatory methods, labeling content, and review procedures 

are very different. ANDAs mainly concentrate on proving bioequivalence to an already-

approved pharmaceutical, whereas NDAs demand a large amount of clinical, Non-clinical 

data. In order to guarantee that consumers receive correct product information and that it 

supports well-informed medical decisions, it is imperative that regulatory professionals, 

manufacturers, and healthcare practitioners comprehend these distinctions.  Improved patient 

outcomes and increased confidence in the pharmaceutical regulatory system are two benefits 

of the standardized format and stringent label scrutiny. 
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