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UPDATE DECEMBER 2006

We are now terminating the second round of participants in the ACUFLASH study almost on schedule. Altogether 238 women are randomised or waiting for randomisation, of whom 85 were randomised in spring. Our protocol recruitment goal is 286 women.

Study participants
We managed to get quite a broad media coverage this fall as well. Our experience is that local newspaper coverage generates much more participants as compared to national media coverage. Local newspaper articles were followed up by newspaper ads. Today, (Dec. 20th) altogether 221 women are randomized and entered into our database. In addition, 17 women fill the inclusion criteria and are waiting to be randomized. We are more than satisfied with the recruitment rate, given that our inclusion plan was very ambitious. Our protocol recruitment goal is 286 women, taking into consideration a 30 % dropout rate. Dropout is still < 10 %, thanks to our dedicated study coordinator and study nurses who are doing a great job in motivating self-care women to comply with the regimen. Wonderful! Recruitment in Bergen increased considerably after a two-page, well balanced article with a large picture of Terje and Merete’s smiling faces in a local news paper. 
Acuflash inclusion December 2006

	Study participants
	Bergen

n
	Oslo

n
	Tromsø

n
	Total  

N

	Randomised 
	74
	74
	73
	221

	Waiting for randomisation1
	10
	5
	2
	17

	Counting hot flushes2
	10
	9
	6
	26

	Protocol recruitment goal  
	106
	110
	70
	286


1 Expecting that all but 1-2 women will be randomized
2 Expecting that 50% of all will be randomized 
Acupuncturists
Altogether ten acupuncturists were involved in the study this fall (three in Bergen, four in Oslo, and three in Tromsø). The Bergen team has further engaged in regular meetings to discuss issues related to acupuncture treatment. We arranged a start-up meeting involving acupuncturists, researchers and study nurses September 22nd -23rd in Bergen. It is our experience that this was a useful meeting for all of us, where we had the time to discuss study experiences, cases, the latest research results, plans ahead, and to socialize!  
Delphi process 

The aim is to obtain consensus with regard to TCM syndromes and acupuncture treatment of women with hot flashes. We have ten experienced acupuncturists and researchers from UK, USA, China, Australia and Norway on the panel. The process is now in its final round, and Terje and Adrian will work further on the publication this spring. 
Academic and other activities

Our collaborators in Linköping, Sweden visited Tromsø in August, and we enjoyed first fruitful discussions and next, a mountain hike in a sunny afternoon. In December, Einar submitted an article on the study protocol to BioMed Central, and we are awaiting the referees. He has further presented a poster on the study design at the Exeter CAM meeting now in December. We were lucky to have our recently appointed RCT consultant (Tromsø Clinical Research Centre), to monitor the study this fall, implying that we have cleaned up in files and folders here and there. He will continue this work in 2007 
Plans for 2007
We have terminated inclusion in Oslo. Our final effort in Tromsø and Bergen will be early January ads in local newspapers. The research ward (Forskningsposten) in Tromsø has agreed to receive 20 more participants than originally planned for biological measurements. Given that our Steering group agree, we plan to recruit approximately 20 more participants (270 in total). We will recommend it, because study dropout rate is much less that expected. This plan implies that the final study participants complete their intervention period in May 2007. Our next step is to break the randomisation code to see the study results in late May. A final study meeting including acupuncturists, researchers, study coordinator and study nurses is scheduled in Oslo in early June (tentative dates are June 15th -16th). We plan to communicate the results to all of you who are involved, if you promise not to communicate them any further. We plan to present the study results at an international meeting in fall 2007. 
Unfortunately, we did not get any additional funding from “Helse and Rehabilitering” or “Helse Nord” for 2007. Anyhow, we will receive some funding from The Norway China collaboration on TCM. Sameline will continuously attend all relevant proposal deadlines to increase study funding. Einar plans to work further on the validation study of the WHQ in Norwegian and the study results. Terje will initiate the qualitative study of participants and therapists. Sissel continues as our main study coordinator. 

We wish you all a merry Christmas and a happy new year!
Best regards,
Sissel, Einar, Terje and Sameline
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