Report
Receipt Number: 14–6
Subject: Haplotype Map Creation Project
Regarding the above subject, I hereby report the results of the discussion between the Japanese side and NIH, and request confirmation and approval.
1. Due to time constraints, DNA purification was carried out by a Japanese corporation from 10 ml of blood out of the 30 ml sampled; however, the cell lines were ready at Coriell, so the purified DNA in our country became unnecessary. Therefore, this DNA will be disposed of without providing it to Coriell or other institutes participating in the project. 
2. In the protocol, several places mention that “a list of the providers’ names and contact information will be created, but it will be eliminated later” (pages 3 and 4 in blue). This was to be omitted, but was forgotten by mistake when modifications were made to the research plan. There is no such statement in the consent form, and no list of names and contact information was created during the sampling of specimens based on the corrected version. 
3. As mentioned in Item 2 above, no list of names and contact information was created during the sampling of specimens based on the corrected version, and they have therefore been “disassociatively anonymized” since the time of blood drawing. Thus, once the specimen had been submitted, revocation of consent was impossible. There is a statement to this effect in the consent form (page 19 in blue).
4. The number of samples will be restated to 140 from 100.

(The portion in red on the second page of the research plan: “Approximately 140 people in order to establish 100 cell lines”)

5. As mentioned in the research plan (pages 14 and 15 in blue), the Japanese cell lines will be stored at the Coriell Institute for Medical Research, a US institution, and will be used for future research. However, the research examined by the Japanese CAG (Community Advisory Group) (page 7, Community Advisory Group, page 15 in blue) was not clear, so it was discussed with NIH, and the following results were obtained.

A) Advance examination is not necessary for the international haplotype map plan and the analysis research plan for its related polymorphism and function. However, the list of the researchers who provided the Japanese samples will be reported by Coriell to the Japanese CAG.

B) Research that uses Japanese cell lines other than in the polymorphism analysis research

In principle, they will not be used for other objectives. If there is a need to use them for other objectives, it will be discussed between Japan and the United States while complying with the method stipulated in the present research plan.
END
Ichirō Matsuda, Yūsuke Nakamura
