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Executive Summary of the IPAC-RS Conference

“Doing the Right Thing” in the Changing Culture of Design and Development

of Inhalation and Nasal Drug Products:  Science, Quality and Patient-Focus
General

The conference was held on 22-24 September 2008 in North Bethesda, Maryland.  The conference explored regulatory and scientific topics relevant for drug-device combination products, such as orally inhaled and nasal drug products (OINDP).  Individuals from 48 companies and five regulatory agencies attended.  The final program, speaker presentations and Day Summaries are posted at www.ipacrs.com/ipac2008.html.  Posters are available at www.ipacrs.com/posters.html.
Constructive dialogue between industry, regulators and other stakeholders

Throughout the conference, roundtable discussions were held with panelists from FDA, Health Canada, EMEA; PQRI, PDA, OINDP and device industries.  In addition, presentations were made by representatives from ISPE, EPA, ASTM, the automotive industry, pharmaceutical companies, OINDP device component suppliers, and patient advocacy groups.  The topics included discussions on international regulatory trends, role of voluntary standards, design of clinical trials in a QbD development program, environmental sustainability; importance of collaborative relationships with suppliers to a successful development and quality control programs, and challenges faced by patients using OINDP. An FDA attendee noted that, “there are different ways of communicating with FDA, and this was a good forum to share information.  Industry and regulators have to keep talking and keep listening. The IPAC-RS conference is a great forum because it is public and transparent; it brings together regulators from different regions, and allows different industry groups to coordinate efforts to avoid duplication.”  Several attendees commented on the high scientific value of many of the conference’s presentations and posters.

Environmentally responsible design and manufacturing of OINDPs

“Traditional” ways of manufacturing, including use of water, energy and disposal of waste, impose a significant burden on the environment.  With some foresight, however, it is possible to implement cost-effective practices that minimize the need for waste incineration and rely more on recovery and recycling of water, energy, and solid materials. (Sharon Austin, David Constable, Buzz Cue).
Application of Quality-by-Design and Pharmaceutical Development principles to OINDP

· Participants were reminded that it is the industry’s responsibility to lead the way with QbD applications. (Quality by Design and OINDP).
· The relationship between quality attributes and clinical performance may be product-specific (Clinical Relevance of Aerosol Quality Attributes).  

· There is a need to develop knowledge about the relationship between particle sizes and clinical effects. Definitions and requirements for bioequivalence vary between world regions, in part due to the limited scientific knowledge about the mechanisms of drugs’ action and meaningful biomarkers. 
· When acceptance criteria are set following QbD development, some “white space” (between process capability and limits) may be unavoidable and justifiable.  (Lifecycle Approach) 

· An abbreviated cascade impactor method which measures coarse, fine and possibly extra-fine particle fractions may be sufficient for routine quality control purposes. (Case Study)
· Design of OINDP devices should begin with defining user requirements, and only after a prototype device is available, the Failure Mode and Effects Analysis (FMEA) should be applied, and re-visited regularly throughout the product development program.  (Guillaume Brouet, Chesworth, Lafferty).

Patients perspectives

Leaders of the Allergy & Asthma Network - Mothers of Asthmatics, Alpha-1 Foundation, and Cystic Fibrosis Foundation explained that the patients are looking for: simpler, user-friendly devices, multi-drug combination products to simplify compliance, and new safe and effective drugs for respiratory conditions. 
� EMBED MSPhotoEd.3  ���








[image: image2.png].....
oooooo

IPAC RS



_1287489729.bin

