
   MEDICINE LIFE CYCLE – 
FROM IDEA TO IMPLEMENTATION 



KEY PROCESS PHASES 

• Substance invention 

• Patent 

• Pre-clinical trials 

• Clinical trials 

• Production (micro scale) 

• Establishment of trade name and its reservation  

• Medicine registration (Marketing Authorisation) 

• Protection of registration data (Data exclusivity) 

• Marketing 

• Reimbursement 

• Pharmacovigilance (PhV) 
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PRODUCT LIFE CYCLE PHASES  

1. Introduction 

2. Growth 

3. Maturity*: Boom and Saturation 

4. Decline 

 

 

* Some divide the 3rd phase into two stages. 
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Critical factors in the rapid introduction of a product to the market: 

‣good market knowledge and an understanding of expectations 

‣correct positioning 

‣rapid penetration to target customers, no competition 

‣product availability (distribution) – yet limited 

‣high quality of the product and services 

‣safety of usage 

‣education (doctors, patients, society) 

‣low sales, large costs,  

‣competition 

PHASE 1 – INTRODUCTION: 
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PHASE 2 – GROWTH: 
‣ The sales growth rate is higher than the industry dynamics 

‣ The profit curve reaches the highest point 

‣ High spending on promotion and advertising 

‣ The customers accept the product 

‣ New activity on the part of the competition (price decline) – price drop 

‣ Widening distribution channels – higher availability (but also higher costs) 

The growth phase is critical from the point of view of product  

survival on the market and its lifespan. 

60% of products do not go through all of the phases. 
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On-line program – Lung cancer 
Lung cancer is one of the main challenges for 
modern medicine. Alarming epidemiological 
indicators, incidence and mortality precisely... 

show me a course 

Invitation to a training course 
Prof. Dr hab. n. med. 
Paweł Krawczyk 

Prof. Dr hab. n. med. Paweł 
Krawczyk is a doctor and 
laboratory diagnostician. 
Manager of Immunology 
and Genetic Laboratory at 
the Chair and Department 
of Pulmonology... 

Read more... 

Dr n. med. Adam Płużański 
Clinical oncology specialist. 
Lecturer in the Clinic of 
Lung and Chest Cancer at 
the Centre of Oncology –
Maria Curie Skłodowska 
Institute in Warsaw. 

Read more... 

Prof. Dr hab. n. med. 
Joanna Chorostowska-
Wynimko 

Professor Joanna 
Chorostowska-Wynimko is a 
pulmonologist and 
specialist in laboratory 
medical immunology. 

Read more... 

Prof. Dr hab. n. med. 
Janusz Milanowski 
Graduate of the Faculty of 
Medicine, Medical 
Academy in Lublin, 
professor of medicine 
(1998), specialist in: 
internal medicine (1984)... 

Read more... 

Prof. Dr hab. n. med. 
Dariusz Ziora 

Prof. dr hab. n . med. 
Dariusz ZIORA was born on 
15.09.1957. He graduated 
from the Faculty of 
Medicine, Medical 
Academy of Silesia in 1982. 
The Medical University of 
Silesia).  

Ream more... 

Prof. Dr hab. n. med. 
Renata Langfort 
Renata Langfort is a 
pathomorphologist, 
Manager of the Depart-
ment of Pathomorpho-
logy at the institute of 
Tuberculosis and Lung 
Diseases in Warsaw. 

Read more... 

On-line training course 

LUNG CANCER 

2016 



On-line program 

LUNG CANCER 

2016 
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Articles 

Practical aspects of patient 
qualification for molecularly 
driven therapy with EGFR 
tyrosine kinase inhibitors  
Prof. Dr hab. n. med. Joanna Chorostowska-
Wynimko 

 
Who to diagnose - clinical indications. Illness 
with suspicion of NDRP at stage IIIB / IV 
(according to TNM classification) Patient with 
NSCR at recurrence or not qualified for 
surgery (irrespective of progression). Every 
patient diagnosed with NDRP (depending on 
the decision of the clinical center. 
 Read more... 

Pathomorphological 
diagnostics of lung cancer 
and its influence on the 
selection of optimal therapy 
in target treatment 
Prof. Dr hab. n. med. Renata Langfort 
 
Lung cancer is currently the leading cause of 
cancer death among men and women, both in 
Poland and elsewhere in the world. The vast 
majority of cases are diagnosed at an 
advanced stage of the disease that prevents 
surgical treatment. 
 Read more... 

Standards of diagnostics 

LECTURE: Molecular diagnostics of lung cancer 
Prof. Dr hab. n. med. Joanna Chorostowska-Wynimko See the materials 

Molecular diagnostics of lung 
cancer 

Prof. Dr hab. n. med. Joanna Chorostowska-
Wynimko 

Department of genetics and Clinical Immunology 

Institute of Tuberculosis and Lung Diseases in Warsaw 

change slide 

full screen viewing 

NEW 

NEWSLETTER 

Case studies 

I line – case study 
Dr Pużański 

II line – case study 
Dr Pużański 

Targeted therapy 
Prof. Dr hab. n. med. Janusz Milanowski 

Targeted therapy 
Prof. Dr hab. n. med. Janusz 
Milanowski 

ALGORYTM DIAGNOSTYCZNY 
(plik .pdf do pobrania po kliknięciu) 

Artykuły 

Algorithm for managing patients with lung cancer on the basis of cytological and histological material (small 
samples)  
Prof. Dr hab. n. med. Renata Langfort 
 
The microscopic examination of the material obtained from patients with lung cancer requires that a number of 
questions be answered, namely: are there cancer cells in the material? Whether the cancer is benign or malignant? Is 
it a primary cancer of the lung or metastasis? It is also necessary to define the morphological type of cancer, and in 
the case of primary lung cancer diagnosis, the type (small-cell vs non-small cell) and subtype (squamous cell or 
adenoma). Material derived from patients with advanced non-small cell carcinoma is characterized by: 
adenocarcinoma or adenocarcinoma, or NOS type, it requires further molecular study to determine the presence of 
mutations justifying the application of targeted therapies. 
    Read more... 
 
 
Current indications regarding genetic examinations to qualify patients with non-small-cell lung cancer for 
molecularly driven therapy. 
Prof. Dr hab. n. med. Joanna Chorostowska - Wynimko 

 
Expanding the canon of treatment of non-small cell lung cancer with molecularly targeted therapies from EGFR kinase 
inhibitors (erlotinib, gefitinib, afatinib) has become a direct reason to include EGFR gene mutation studies in routine 
clinical diagnostics. Since 2011 the number of molecular tests performed for this reason in Poland has been growing 
rapidly. It is estimated that in 2014 about 4,000 studies were performed in our country. In most developed countries, 
ALK gene rearrangement is routinely performed as a qualification for the treatment of ALK kinase inhibitors 
(kryzotynib). Although in Poland we are still waiting for the decision of the Ministry of Health to provide cryosporin in 
the therapeutic program, however, there is already a network of highly specialized laboratories prepared to conduct 
such diagnostic tests. 
    Read more... 

Practical aspects of patient qualification for molecularly driven therapy with EGFR tyrosine 
kinase inhibitors  

Prof. Dr hab. n. med. Joanna Chorostowska-Wynimko 

WHO TO DIAGNOSE – CLINICAL INDICATIONS 

•Patient with suspected NSCLC in stage IIIB/IV (acc. to TNM classification) 
•Patient with NSCLC in the relapse period or not qualifying for surgical treatment (regardless of the stage 
of progression) 
Possibly 

•Every patient diagnosed with NSCLC (depending on the clinical centre’s decision)* 
* The available literature indicates the significantly higher efficacy of routine diagnostics. Clinical criteria do not include race, sex, 
history of smoking 

WHAT BIOLOGICAL MATERIAL TO EXAMINE? 

1. Tissue (resection or biopsy) 
•fixed in paraffin block 

•fixed in alcohol 



PHASE 3 – MATURITY (BLOOM + SATURATION):  

‣In this phase the sales growth rate slows down and at a certain 
point the sales reach their highest point and then start to decline. 

‣This phase is accompanied by profit reduction (innovators start 
looking for newer products), price decline, people lose interest in 
the product 

‣If the product is successful competitors will copy the innovators 
and lure customers away.  

‣Loyal group of customers – confidence in the product 

‣New indications, product improvement 

‣3rd Phase lasts longer than the other phases. Most products on 
the market are in the maturity phase. 

‣In the maturity phase the price must be right to make it possible 
for the product to stay on the market. 

‣The goal of the manufacturer goal is to reach the 3rd Phase with 
their products 

‣ new products (NCE) 

‣ line extensions (LEX) 

‣ new indications (NIN) 
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PHASE 4 – DECLINE: 

‣ Sales drop 

‣ Profits decline, prices decrease, customers defect 

‣ Increase of unitary cost due to reduction of production 

‣ Profits slowly turn into losses, which leads to product 

withdrawal from the market 

The speed of decline depends on: 

‣ market attractivity 

‣ patent and legal protection 

‣ technological barrier (low/high) 
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MEDICINE LIFE CYCLE  
INTERESTING FACTS 

 

‣It takes 12-15 years on average from the identification of a chemical compound with 
medicinal properties to its registration as a medicine and marketing. 

‣Research and development program for a single medicine requires 700 874 working 
hours, the performance of 6587 experiments and the employment of 423 researchers. 

‣Pre-clinical studies including laboratory tests on animals last 5 to 8 years. 

‣It is estimated that the introduction of one new medicine statistically requires a budget of 
$1 – 1.5 billion. The first stage of molecule selection accounts for about 5% of the budget, 
the first phases of pre-clinical and clinical trials – 25% and 70% of the funds are spent in 
the final phase of clinical trials. 

‣Only about 20 medicines are implemented and registered every year all around the world. 

‣In the case of innovative medicines, their development, preclinical studies, clinical trials 
and the registration process usually takes longer than their sales life up to the end of the 
patent protection period. 



SUMMARY 

‣ Introduction on the market – low sales, high expenditure on 

promotion, customer education and distribution. 

‣ Growth of sales – product acceptance, sales and profit 

increase. 

‣ Maturity – market saturation, slower sales and revenue 

growth.  

‣ Decline – sales and production decrease, product is 

withdrawn from the market or actions are undertaken to 

maintain its position: advertising campaigns, price 

promotions, deductions, discounts, the search for new 

channels of distribution or product modification 


