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Template for Project report to BPP and application to BPP Special Project Fund

Template to be sent prior to 1 April 2018 at paula@fip.org


This form should be seen as a methodological tool to facilitate the Section thinking process for a new project, by considering key elements that would enable the success of their project.

This form will be used by the Sections
· To submit a proposal for a Special Project to the BPP ExCo
· To report on the status of a Special Project to the BPP

Title of the project
Make it interesting/exciting and use key words to facilitate the communication around this project. A good title should not exceed two lines.
	Pharmacists’ role in hazardous drugs management around the world




Lead Applicant contact details 
Name contact person, Section, email address 
	Josep M. Guiu-Segura
FIP Hospital Pharmacy section
Catalan Health and Social Care Consortium, Barcelona, Spain
Faculty of Pharmacy, University of Barcelona, Barcelona, Spain
pepguiu@gmail.com




Aims and objectives of the project
A project should focus on a very limited number of goals. Should have one aim and 1-3 measurable SMART objectives
	To identify the role of a pharmacist regarding hazardous drugs around the world

To provide an online FIP resource for pharmacists around the world on hazardous drugs




Reasons for such a project- 
Relevance to FIP and pharmacy. It should be based on a specific need. 
	[bookmark: _GoBack]
The term hazardous drug (HD) includes medications that have any of the following properties: carcinogenicity, teratogenicity, reproductive toxicities, genotoxicities, toxicities at low doses, and a structure that mimics other drugs meeting the criteria. Numerous studies continue to demonstrate widespread environmental contamination and human uptake of these agents. Safe handling guidelines have existed for more than 30 years but have not been routinely implemented. 

NIOSH (The US National Institute of Occupational Safety and Health) published its landmark NIOSH ALERT—Preventing Occupational Exposures to Antineoplastic and Other Hazardous Drugs in Health Care Settings in 2004. 
Along 2004, the NIOSH published a list of hazardous drugs, which was updated in 2010, 2012, 2014 and the 2016 version, is the last one, and it is currently available. 

Based on the 2014 publication, the NIOSH classified hazardous drugs into three groups: Group 1: antineoplastic drugs, Group 2: non-antineoplastic drugs that present at least one criterion for being hazardous; and Group 3:  those drugs that present risk for the reproductive process, and that might affect men and women who are actively trying to conceive, and pregnant or breastfeeding women, but that present no risk for the rest of the staff.  

USP General Chapter 800 (USP <800>), released in February 2016, provides detailed information on HD safety, including administration and disposal. USP <800> represents a landmark standard in HD safety and will have an impact on all US healthcare workers who handle these drugs. HD management requires that all personnel who handle HDs be trained before performing any job-related activities involving these drugs. In Europe, the European Parliament also approved in 2015 recommendations on Preventing occupational exposure to cytotoxic and other hazardous drugs. 

Although in EU and USA there is a strong political commitment in hazardous drugs management, policies and practice in the rest of the world are little known. 

It is worth pointing out that, although the measures to be adopted in the pharmacies are essential, the safe handling of hazardous drugs affect the whole healthcare organization, and must be accepted by the whole institution in a responsible manner, because the measures taken by the pharmacy departments will only partially avoid the total of the problem.

Moreover, several Basel Statements (2014 Revised FIP Basel Statements on the future of hospital pharmacy) also refer to the leading role of hospital pharmacists in hazardous drugs management: 

30. Hospital pharmacists should assume responsibility for storage, preparation, dispensing, and distribution of all medicines, including investigational medicines.

34. The preparation of hazardous medicines including cytotoxics should be under the responsibility of the hospital pharmacist and prepared under environmental conditions that minimize the risk of contaminating the product and environment, as well as minimizing exposure of hospital personnel to harm using accepted practice standards.

44. Hospital pharmacists should ensure that health care professionals who administer medicines are appropriately trained in their use, hazards, and necessary precautions.


This proposal is intended to demonstrate a) the value of pharmacists in hazardous drugs management role, as a cohort of professional resources that are widely available around the globe prepared to serve in various capacities surrounding hazardous drugs regulation and management.  b) to survey the current legislative and pharmaceutical practice on hazardous drugs management around the world, c) provide a resource through FIP for pharmacists around the world on available literature, recommendations or guidelines for hazardous drugs management. 










Plan of project and methodology 
	1. Literature review on hazardous drugs management and the role of pharmacists in hazardous drugs 
2. Develop a hazardous drugs advisory group
3. Global survey of national pharmacy bodies on the involvement of pharmacists surrounding in hazardous drugs and hazardous drugs management in their countries. 
4. Publish the findings of the global survey. Findings of the review to be published on-line as a web resource on FIP website.  Develop a position statement through FIP on the role of pharmacists and hazardous drugs could be considered.




Expected final outcome(s) and impact.
These outcomes can be a report, a conference at a FIP Congress, a new service provided to Section members etc. 
	1. Evidence to support pharmacists as healthcare professional educators of hazardous drugs. 
2. Evidence to support pharmacists as key professionals for hazardous drugs management in hospitals and other healthcare facilities




Intermediary outcome(s)
These intermediate outcomes are useful to communicate to your members and to BPP and to see whether the project goals needs to be adjusted accordingly.
	1. Literature review on the state of the art of hazardous drugs management around the world
2. Survey results of pharmacists’ role in hazardous drugs.




Project Team
	Name 
	Role

	Josep M Guiu Segura
	Principal Investigator

	Cecilia Fernandez Lastra
	Investigator

	Eduardo L Mariño Hernandez
	Investigator

	Pilar Modamio Charles
	Investigator

	
	




Collaboration expected on this project from other stakeholders
Please indicate here what other partners (other Sections, patients’ organization etc) could have a role in the project and determine how they could be integrated in the project (communication, reviewing document, members of the team…)
	The research will be lead by Josep M Guiu. Josep M Guiu is one of the founding members of the World Hospital Pharmacy Research Consortium (WHoPReC), which serves as the Research Committee for the FIP Hospital Pharmacy Section. As a result, the expertise from WHoPReC will be sort and is not limited to only FIP hospital pharmacy section members.

Prof Eduardo Mariño, Cecilia Fernandez and Pilar Modamio are members of the FIP Academic pharmacy section and have published several papers on hazardous drugs management implementation. 

Collaboration with the Health and Medicines Information section is expected, through the survey and the participation in the hazardous drugs advisory group.

The project will be realized in the framework of the collaboration between the FIP members and the University of Barcelona staff. 

This research team and the advisory group will be responsible for reviewing all methodology and research protocols. In addition, FIP hospital section will participate in the assessment to develop a position statement through FIP on the role of pharmacist and hazardous drugs. 





Communication plan for the project
This plan should focus on each identified partner including Section members, BPP, but also other stakeholders 
	Progress reports will be submitted every 6 months to both the FIP hospital section and WHoPReC. Depending on the progress of the research, 6-12 monthly reports will be sent to the BPP.




Publication of the results
As for any project run by a Section, and in order to increase its visibility, the results of this project should be published to all FIP members. This information can be a report, an article in the International Pharmaceutical Journal, on the FIP website and/or in the Section’s newsletters.
For any project financially supported by the BPP, please acknowledge this support in the Acknowledgement Section of your publication(s)
	These results will be published as a:
1. Report
2. On the FIP website as a report and hazardous drugs information resource for FIP members
3. In the FIP hospital section newsletter
4. Research Manuscript in peer reviewed journals
5. Article published in the International Pharmacy Journal




Financing of the project
Please note that according to FIP policy, the money received for the project can be spent on the development and hosting of questionnaires or other survey tools, face-to-face meetings, printing and related matters, but NOT on paying volunteer work.

	Development of survey instrument, fielding of survey, analysis of survey data, 2,500€
Manuscript editing 500€
Report development, 2,000€

Total funding request, 5,000€




Timeline for the project
This timeline should give a good overview of the project. It will facilitate the report of development of the project.

	Actions
	Description
	Deadline

	Literature review
	Conduct a literature review on the state of the art of hazardous drugs management around the world

Conduct a systematic literature review on the role of pharmacists and hazardous drugs
	3 months

	Recruit a hazarodos drugs advisory group
	Engage a group of  hazarodous drugs experts to oversee the project
	1 month

	Develop survey on hazarodous drugs management policies and role of pharmacists
	Develop a survey on the implementation of hazardous drugs policis and the role of pharmacists based on interview results
	1 month

	Translate survey
	Translate survey into UN languages
	1 month

	Distribute and collect survey from national pharmacy associations around the world
	Email survey to national pharmacy associations around the world
	4 months

	Analyze quantitative results
	Conduct descriptive statistics 
	1 month

	Write up survey report
	Write up a report based on the survey study
	2 months

	Publication of hazardous drugs information and available resources
	Hang out on the FIP website a report on information available with links to different trusted resources on hazardous drugs
	3 months

	Write of the research manuscript
	Write up a research manuscript based on the survey study and the literature review
	3 months




Other Information.
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