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Announcement and Invitation to Attend

Partnership for Safe Medicines (PSM) India Initiative along with All India Women Conference (AIWC), India Pharma Forum (IPF) and Leading Global Consumer/Patient Organisations working in India
(Building International Cooperation to Promote Patient Safety)
2nd International Conference on

“Patient Safety & Access to Quality Healthcare”
November 06-08, 2014: Radisson Blu Hotel, SIDCUL, Haridwar, Uttarakhand, India – Pin Code: 249603
Background: After successfully conducting the 1st International Workshop on “Patient Safety and Drug Detection Technology” in New Delhi, India on 10th & 11th September 2012 and the keen desire to promote safety and quality of medicines in the supply chain by all the participants, Partnership for Safe Medicines (PSM) India Initiative along with AIWC and IPF has decided to organise the 2nd International Conference on “Patient Safety & Access to Quality Healthcare” in Haridwar, India from 6-8 November 2014. The organizers have selected Haridwar because of only one reason; visit beautiful HARIDWAR (India) located on the banks of River Ganges in the State of Uttrakhand to exchange knowledge and technology on how to enable quality Healthcare products and services made available in India and Globally with the concept of “MAKE IN INDIA”, which is not only comparable to the best but made accessible in abundance in remote locations of India and abroad without any discrimination. Come and Join the Patient Safety Movement.  
The last healthcare policy in India dates back to 2002. India now needs a comprehensive healthcare policy to address the complex healthcare challenges, keeping in view the developments in the healthcare sector and the changing demographics. India needs a holistic care system that is universally accessible, affordable and effective and drastically reduces the out of pocket spending (OPP) on healthcare without compromising on Patient Safety and Quality of medicines. 
Government of India is committed to fulfill these objectives as mentioned in this Concept Paper in partnership with all the stakeholders engaged in the Healthcare Delivery System. Department of Consumer Affairs in the Ministry of Consumer Affairs, Food & Public Distribution along with Ministry of Health & Family Welfare, Department of Pharmaceuticals in the Ministry of Chemicals & Fertilisers, Ministry of Commerce and other affiliate bodies like National Pharmaceutical Pricing Authority (NPPA), India Pharmacopeia Commission (IPC) and Central Drug Standards and Control Organisation (CDSCO) responsible for the health and safety of the citizens have shown interest to support our cause and the 2nd International Conference on Patient Safety and Access to Quality Healthcare. 
We the Consumers/Patients extend a warm invitation to you to join the 2nd International Conference in India to take our mission forward to ensure universal health coverage for the poor and vulnerable patients in India and globally suffering due to lack of access, safety and quality. India is fully committed to build a strong QUALITY driven initiative in the Pharma Sector globally with special focus on ACCESS to quality healthcare in developing economies and learning from experts from developed economies.
Scope of the Conference
The objectives are to: 

•
Initiate discussion on the NEW HEALTH POLICY for India and the 'National Health Assurance Mission', with a clear mandate to provide universal healthcare that is not only accessible and affordable, but also effective, safe and of high quality for the patients/consumers; 

•
Share information on the existing regulatory mechanisms and adverse drug reaction (ADR) reporting system/Pharmacovigilance to ensure safety and quality of medicines in the healthcare delivery is paramount and never compromised in the interest of the poor and most vulnerable patients in India and abroad;

•
Prepare an implementation plan on patient awareness and education on safe and quality medicines made available globally with stress on accessibility to quality healthcare in India and other developing and least developed economies; and

•
Finalise an Action Plan on how to tackle the menace of Substandard, Spurious, Falsely-labelled, Falsified, Counterfeit (SSFFC) medical products found in the supply chain in India and globally.   

Concept Note on the key discussion points at the CONFERENCE:

1. National Health Policy: There is an urgent need to rewrite the Health Policy of India at the earliest in consultation with all the stakeholders because we must ensure safe and quality healthcare is made accessible to all, especially to the poor and vulnerable patients/consumers who are pushed below the poverty line due to lack of access and universal health coverage. The earlier Health Policies were unable to address the challenges and lacked the sensitivity towards the needs of the patients. The ‘National Health Policy (NHP) 2002’ did not adequately reflect ground realities. Despite the fact that the National Population Policy (NPP) 2000, the National Health Policy 2002, the Eleventh Five Year plan (2007-12) and the National Rural Health Mission (2007-12) having laid down the goals for child health, the number of children dying < 5 years in 2000 was 2294000 and had reduced to 1696000 in 2010. But still, it is way too high. Also, the earlier National Health Policies did not even have the word ‘chronic diseases’, and so clearly, the older policy documents are not relevant today. NHP 2002 came out after 19 years of the first National Health Policy in 1983. It is time we started working on the NHP 2015-2025, before parliament questions on how the Government plan to use Rs 3.84 lakh crores without even having a updated policy in place in the interest of the patients/consumers. 
2. National Health Assurance Mission: Government of India is considering rolling out a National Health Assurance Mission to reduce the out of pocket spending on health care by the common man. What we need to be careful is the fact that even after introducing several schemes in the last 10 years, the poor is still unable to access quality health coverage and around 20 million citizens in India are pushed into poverty due to lack of healthcare coverage. Public Health being a State subject, the Central Government has been supplementing the efforts of the States/UTs under the National Rural Health Mission (NRHM) to provide accessible, affordable and quality healthcare to the rural population. In 2013, the National Health Mission (NHM) was approved subsuming NRHM and the National Urban Health Mission (NUHM) as its Sub-Missions with the vision of attainment of universal access to equitable, affordable and quality health care services to all the population. Under NHM, financial support is being provided to States/UTs for strengthening their health care systems including support for several services free of cost to all those who access these services in public health facilities. It is observed that even after providing such facilities, patients/consumers are unable to access these services due to lack of accountability and access. It is high time the Government empowers the citizens to access healthcare facilities of their choice based on quality and accessibility rather than using public funds without any kind of accountability towards the citizens with respect to quality and safety. 
3. Pharmacovigilance Program of India: PSM India and the consumer organisations have actively collaborated with the Pharmacovigilance Programme of India (PvPI) to share all such information on safety and quality of medicines suspected post-marketing adverse drug reactions in India. Now we need to rope-in all the stakeholders, especially the medical Practioners and the Hospitals to connect with the medical colleges as Adverse Drug Reactions Monitoring Centre (AMC). Once the Medical institute is enrolled as an AMC under PvPI, the AMC starts reporting Individual case safety reports (ICSR) to NCC (National Coordinating Centre) via a VigiFlow software. These ICSRs are then assessed at NCC for quality of data and if found valid, they are further committed to the global drug monitoring centre “Uppsala Monitoring Centre” in Sweden. PvPI aspires to expand the Pharmacovigilance programme to all hospitals (govt. & private) and centers of public health programs located across India, to develop and implement electronic reporting system (e-reporting) and to make ADR reporting mandatory for all healthcare professionals. To ensure implementation of this programme in a more effective way, the National Coordinating Centre needs to connect with DIGITAL INDIA and encourage an efficient online mechanism to promptly take action on ADRs in the interest of Patient Safety and Quality Medicines. The mission of PvPI is to safeguard the health of the Indian population by ensuring that the benefit of use of medicine outweighs the risks associated with its use. The purpose of the PvPI is to collate data, analyze it and use the inferences to recommend informed regulatory interventions, besides communicating risks to healthcare professionals and the patients/consumers. The broadened patient safety scope of Pharmacovigilance includes the detection of medicines of substandard quality as well as prescribing, dispensing and administration errors. Counterfeiting, antimicrobial resistance, and the need for real time surveillance in mass vaccinations are other Pharmacovigilance challenges which need to be addressed. The ultimate safety decisions on medicines may need considerations of comparative benefit/risk evaluations between products for similar indications, so the complexity is great and needs a consolidated action from all of us. This conference will trigger digital connectivity globally on healthcare related issues based on regular feedback from patients and the care givers in India and abroad.   
4. Substandard/Spurious/Falsely-labelled/Falsified/Counterfeit (SSFFC) medical products: Unsafe medicines has been a recurring global issue and in our country like India. Spurious/adulterated/misbranded and not of standard quality medicines is also a raising concern for all stakeholders engaged in the healthcare delivery system. Though, Indian pharmaceutical Industry is growing steadily and playing a major role in the Indian economy but still Indian pharma market is always tainted with deliberate misinformation and undermining Brand India Inc. by always circulating invalidated data on the existence of spurious and not-of-standards medicines in the supply chain globally. In India, Counterfeit is mentioned as spurious drug in the Indian Drugs and Cosmetics Act. ‘Spurious Drug’ has been defined under Section17-B of the Drugs and Cosmetics Act, 1940, as amended by the Drugs and Cosmetics (Amendment) Act, 1982. A stringent penalty for manufacture and sale of spurious drugs has also been prescribed under the Act. The conference will build upon previous regional initiatives and recommendations suggested as the way forward to promote and strengthen the distribution of safe medicines in the supply chain within and outside India, which have focused on cooperation and strategies to combat spurious and not of standards medicines. This conference is planned in India to build on the existing expertise and knowledge available globally to be adopted in India to upgrade the capacity of the State Drug regulators, pharmaceutical industry (small, medium and large), wholesale and retail traders of medicines, importers and exporters of medicines and consumer organisations so that they could all play a partnership role to effectively and efficiently implement the laws and bring a robust workable regulatory mechanism to assure safety and improve accessibility to quality healthcare.  
Participants

· All State FDAs in India and members from developing economies are invited to participate. 

· Anticipated conference attendees include regulators, custom officials, law enforcement agencies, pharmacopeia officials, trade and industry representatives, consumer organizations and representatives of healthcare delivery system.
· Travel and per diem funding (including lodging) shall be provided to the selected representatives expressing desire to participate from the State Regulatory Bodies and developing economies based on early registration.  

· A limited number of participants can attend this workshop from other Economies. All potential participants are encouraged to promptly complete the registration form in Annex III and submit their desire to be considered for participation at the earliest. 
· All participants will be required to complete the registration form in Annex III. There will not be a registration fee for participants from the voluntary sector but representatives from the industry and for-profit sector will have to pay Rs.5000 (US$100) as registration fee for the November 06-08, 2014 conference. However, attendance is limited, so eligible participants are encouraged to submit the attached registration form as early as possible.  Selections will be made with the objective of having as many State Drug Regulators from India and developing economies from the region represented as possible and to have a mix of regulators, custom officials, law enforcement authorities, appropriate government officials, industry representatives, consumer organisations and representatives of healthcare delivery system as participants and resource persons. The most current announcement and agenda can be located on the following website: www.safemedicinesindia.in and www.consumerconexion.org 

Participant Registration Form (Annex III)
All government officials and Non-Government Organisations that meet the criteria from India and other developing economies wishing to attend the conference are required to complete the Registration Form in Annex III.  Please keep in mind that space is limited, so participants are encouraged to submit the required Registrations Form as soon as possible.  You will be notified if your registration is accepted at least six weeks before the date of the conference.  Registration Forms (annex III) will be reviewed in a manner to ensure participation by representatives from as many State Regulatory Authorities from India and developing economies as possible and to have balance for participation from regulators, custom officials, law enforcement agencies, pharmacopeia officials and patient/consumer organizations.
Organization
 The Conference is being organized by Leading Consumer Organisations of India along with Members of AIWC and IPF with support from Department of Consumer Affairs, Ministry of Consumer Affairs, Food & Public Distribution, Government of India, Ministry of Health & Family Welfare, Government of India, World Health Organisation (WHO), Central Drugs Standard Control Organization (CDSCO), Directorate General of Health Services, Pharmacovigilance Programme of India (PvPI), Indian Pharmacopoeia Commission, Ministry of Health and Family Welfare, along with Ministry of Commerce and Ministry of Chemical and Fertilizers, Department of Pharmaceuticals, Government of India and others.  

Methodology 
· Agenda - A draft agenda is included is Annex IV.  The Conference will include a combination of lecture presentations, discussions and demonstrations on available knowledge existing in the world touched by speakers and participants. 

· Hotel – (hotel registration form - Annex II).

· Evaluations - Participants and speakers will be required to complete and return an evaluation form at the end of the Conference. Time will be allotted to completing this task at the close of the Conference.  In the evaluation form, each participant will be encouraged to discuss the benefits of the conference and make suggestions for future projects concerning the subjects touched in the conference. 

· Language - The conference will be held in Hindi and English.   
Administrative Circular
An administrative circular/travel note will be added to this announcement at a later date that will include the following: 

· Information about local transportation to/from the airport/rail station in New Delhi and Haridwar and how to reach the venue of the conference in Haridwar (Uttrakhand).
· Information regarding visa requirements and entry into India will also be made available to all those willing to participate from overseas countries.
Nomination Procedure for Officials from India and developing Economies Eligible for the Travel Support and Allowances and Expenses:
Indian State Government Officials and members from Developing Economies are invited to nominate ONE (1) participant and one (1) alternate participant
 for the conference that would be eligible for travel fellowship.

Annex I

PARTICIPANT PROFILE FORM

FOR NOMINATION FROM STATE GOVERNMENTS AND DEVELOPING ECONOMIES ELIGIBLE FOR TRAVEL SUPPORT

To
The Chairman,
Consumer Online Foundation

E45, Lower Ground Floor, GK Enclave I,

New Delhi 110048, INDIA

Email: misra.pyush@gmail.com

Travel-eligible economies should use this form to nominate government or non-government officials to receive travel support.   Each travel eligible economy can request up to one government and/or non-government officials, with a stand-by official designated as an alternate.  Please submit nominations by 7th October, 2014.
Member Economy/Organization:       
Nominee 1

Name:       

Position:       


Ministry/Organisation With Full Address:       


Email:       


Telephone:       


Fax:       


Alternate Nominee 1


Name:       


Position:       


Ministry:       


Email:       


Telephone:       


Fax:       
Name of nominating official:       
Position:       
Ministry/Organisation with full mailing address:       
Email:       
Telephone:       
Fax:       
Nomination forms should be submitted by email to misra.pyush@gmail.com by October 07, 2014. 
Annex II

	HOTEL RESERVATION FORM

Name of the Hotel: Radisson Blu Hotel 
Address of the Hotel: Plot No.12, SIDCUL, Haridwar, Uttarakhand, India – Pin Code: 249603 
Email and Fax Number: salesmanager@rdharidwar.com

Fax No:+911334305410
Contact Person and Phone Number: Mr. Manish Pant, Sales Manager, T:+911334305400, D:+911334 305400 M: +918954887712

www.radissonblu.com


PLEASE SEND THIS RESERVATION FORM TO THE RESERVATION DESK AT THE HOTEL DIRECTLY: reservation@rdharidwar.com
GUEST NAME:  Mr/Ms./Mrs. LAST NAME:

 FIRST NAME:  

TEL:

 

FAX:



EMAIL: 

PASSPORT NO:                              DATE & PLACE OF ISSUE:

VALIDITY OF THE PASSPORT:

ARRIVAL DATE:
 
ARRIVAL TIME
        TRAIN/FLIGHT NO:

DEPARTURE DATE:
 DEPARTURE TIME
         TRAIN/FLIGHT NO:
ANY SPECIAL INSTRUCTIONS IF ANY: 
Annex III

REGISTRATION FORM

To
All workshop participants are required to complete the below participant registration form.  Please complete the below form and e-mail it to misra.pyush@gmail.com by 07th October 2014. 
A. Participant’s Information
___Mr.   ___Mrs.   ___Ms. ___Dr.  ___Prof.

Last Name:  _____________________________________ 

First Name: ____________________________________________

Organization:  ___________________________________ 

Title: _________________________________________________

Tel: ___________________________________________ 

Fax: __________________________________________________

Address:_____________________________________________________________________ ____________________________________________________________________________________________________________________________________________________________
Email: ________________________________________________________________________ 

Dietary Requests: Vegetarian __      Non Vegetarian___
Annex IV

DRAFT AGENDA

Day 1, Thursday, November 06, 2014
02.00pm – 04.00pm REGISTRATION AND FELLOWSHIP

04:00pm - 10:00pm 
11th Board Meeting of the Partnership for Safe Medicines India Initiative, Introductory Session, Setting the Agenda and the Objectives followed with Welcome Reception/Dinner
· Senior Official State Food and Drug Administration of India
· Senior Government Official

· World Health Organization (WHO), Coordinator, Quality Assurance and Safety 

· PSM India, AIWC Members, IPF Members & Consumer/Patient Organisations
DAY 2, Friday, November 7, 2014 

8:00am - 9:30am: Breakfast and Fellowship 


9:30am - 11:00am: Inaugural Session with Hon’ble Ministers and Senior Officials from Government of India, State Governments and International Partners/Agencies. 
11.00am – 11.30am: Tea/Coffee Break
11.30am – 01.00pm Plenary Session ONE: Need for Enhancing Patient Safety and Quality Medicines: How Governments, Pharma Industry and Regulators ASSURE Quality Healthcare to Patients/Consumers.

This session will be conducted by International Organisations working on Patient Safety and the role of WHO in bringing Governments together to manage this critical issue. We shall also have speakers from Public and Private Healthcare Providers and the present challenges faced by Pharmaceutical Companies and the Medical Practitioners to ensure the supply chain is insulated from unsafe and not-of-standards medicines.
01.00pm to 02.30pm: Lunch Break

02.30pm to 04.00pm: Plenary Session TWO: The Global Initiative on Pharmacovigilance and the Role of Developing Countries in empowering the patients on the reporting of ADRs and rational use of medicines and antibiotics.
This session will be dedicated towards strengthening the Digital Information System in Healthcare delivery system to build better connectivity with Patients/Consumers.
04.00pm – 04.30pm: Tea/Coffee Break

04.30pm – 06.00pm: Panel Discussion on the Role of various stakeholders on Universal ACCESS to Quality Healthcare and Healthcare Coverage for All.
DAY 3, Saturday, November 8, 2014 
08:00am - 9:30am: Breakfast and Fellowship 


9:30am - 11:00am: Plenary Session on the Way Forward and Lessons Learnt from the Conference with the finalization of the Final Recommendations from the Conference and the signing of the HARIDWAR DECLERATION as part of the National Health Policy and National Health Assurance Mission. 
11.00am – 11.30am: Tea/Coffee Break
11.30am – 01.00pm Concluding Session and the Valedictory Address 
01.00pm to 02.30pm: Farewell Lunch and END of the CONFERENCE
� Alternate will be able to attend the conference on a self-funded, space available basis, and/or in the event that one of the original participant is unable to attend. 
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