Summary of Guidelines for developing a national protocol to assist the National Coordinator in each country according to the fourth WHO- Coordinated Survey of Human Milk for Persistent Organic Pollutants in cooperation with UNEP:
The basic intent of the guidelines is to provide guidance to countries to develop a national protocol for the monitoring of POPs in human milk. The national protocol should be practical, feasible and sustainable, and meet the aims of the survey especially for generating comparable monitoring data over time. Through interaction with mothers before and after delivery, these surveys should have sufficient safeguards to avoid undermining breastfeeding. While national protocols may require flexibility, the following general principles should be observed:

· Breastfeeding should be protected, promoted and supported.

· The health benefits of breastfeeding to both mother and baby should be clearly and consistently communicated.

· Sampling of milk should not be an undue burden on the mother nor should it compromise the nutritional status of the infant. 

· Ethical review, including prior informed consent, should be respected.

· Safeguarding of confidential information should be assured.

· Quality assurance of results should be independently confirmed.

In order to promote reliability and comparability, participating countries are encouraged to adhere as closely to this protocol as possible. In particular, the national coordinator should assure that the national protocol meets all national ethical requirements for human subjects. Ethical issues, including informed consent of donors and confidentiality, are major considerations in any protocol.  
Other topics to be considered in these guidelines are: number of samples, sampling, sample handling, locations, donors, information on questionnaires, transport, storage, annexes with questionnaires, summary information for an informed consent template, guidance for mothers, and estimated timeline and budget.
Technical efforts:

Selection of a national coordinator: should be responsible for the overall planning and implementation of the survey in the country, assisted by appropriated health, laboratory and administrative staff.

Number of donors: Ideally 50 individuals (first child mother, 3-4 weeks after the birth, under age of 30 years and breastfeeding one child only, etc.) would each provide 50 ml of human milk. Note that one additional participants per million population over 50 million is recommended. However, flexibility for countries with small population and/or low birth rate is also recommended.

Strategies for selecting donors: Given the time constraints of the samples collection shortly after the birth, interviewing of potential donors should take place at post-natal or well-baby clinics. Criteria for selection of participants should be adhered to as feasible. The stratification of participants should represent the presumed national exposure profile of each country: This would include consideration of diet, occupational exposure, rural and urban residence and proximity to potential POP’s releasing activities such as industries and waste sites. Once the protocol is established, it should be applied in subsequent rounds, so that changes/ trends can be followed.

Bio safety: In general, the handling with any milk sample should comply with biosafety rules to protect the persons who will handle simples. The national coordinators should decide whether HIV-positive donors can participate in the survey. 
Sample analysis: There are 2 options for the analysis of the samples: 
A)  Countries may send all 50 individual samples (50 ml each), to the WHO Reference Laboratory.
B) Countries may analyze 25 ml of each individual sample for analytically-simple POP’s using their own resources. The remaining 25 ml from each individual sample should be used to make a pooled sample of 1250 ml (25ml*50 samples), which should be sent to the WHO Reference Laboratory. 
Proficiency test: At the request of the national coordinators, countries that plan to analyze individual samples should complete a proficiency test in advance. WHO will provide the proficiency test sample and an assessment (pass/fail) of the performance. 
The latest version of WHO Guidelines (1 October 2007) is currently available at:

http://www.who.int/foodsafety/chem/POPprotocol.pdf
