Takamoto Uemura MD. Ph.D.

cc: J. L. Bosch
William Furlong
George Torrance

Dr. Uemura, Second Back Translation
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Agenda 1
~ (Study Proposal)

Member of HUI developing study committee in Japan

‘Takamoto Uemura MD PhD. (Dept. Preventive Med and Public Health. School of Med KEIO
University.) : '
Shunya lkeda MD PhD MPH. (Dept. Health Policy and Management. School of Med KEIO
University.) ' ' _ '

" Johanna L. Bosch PhD. (Visiting Researcher. Dept. Health Policy and Management. School of
Med KEIO University.) '
Hisashi Moriguchi MD MPH. (Institute of Health Economics and Policy.)
Takefumi Kondo MD PhD MPH. (Prof. Dept. Preventive Med and Public Health. School of
Med KEIO University.) '

1. Members required (condition required)
Will recruit working group with economical and econometric back ground.

2. Current status of Japanese version HUI

Changed according to the comments from McMaster group on the first back translation.
3 session were made (with 4-5 person. 2145 years old) to examine “Japanese”

3. Objectives (Study population) ?

How many field,

Characteristics of field,

Number of objectives,

Range of ages,

Occupations,

Directors

ete )

4. Which HUI ?

We translated HUI2,3. And we translated HUI2,3SU15Q; too. We guess HUI2,3 will be best choice

for our survey
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Agenda 2
(Political Issue)

Other Japanese researchers interested in HUL

‘We aware of Dr. Hisashige presented his research of utility measurement using HUI2. We, 1

and Johanna asked hir about his status with master group by fax mail but no reply. We tried
to-talk with him about this matter on November last year at Keio' University on one study
meeting but our discussion ended very soon due to his lack of time and we have not heard
anything from him anymore. We have to ask and clear about this kind of matter. We have to

co-operate or compete.

Conditions suggested by McMaster group

1:To cope with the requirements of public sector funding in Japan,

Agree that public sector and not-for-profit firms in Japan would have access to the use of
copyrighted Japanese HUI materials such as the questionnaires without being required to pay a
fee to the HUI Group, subject to several conditions.

Agree to waive the fee for specified applications as defined by outline for access to
copyrighted material in Japanese for which the translations were sapported by the Ministry
of Health and Welfare in Japan. '

2:Basic Policy toward the copyright

First, the distribution of such materials would be conducted by a group in Japan (presumably
your group at Keio).

Second, the group in Japan would have the responsibility for obtaining signed agreements from
such users in Japan. The signed agreements would grant permission for the use of HUI one
study at a.time and users would state that users would not distribute the copyrighted materials
to others. '
Third, the group in Japan would be able to levy nominal charges to cover the direct cost of
distributing materials (time and materials).

Fourth, the group in Japan would be respensible for maintaining 2 registry of users who
have been granted permission to use the translated Japanese HUI materials.
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Fifth, the group in Japan would be responsible for reporting to the HUI Group on the name of
the user, name of 'the study, questionnaire being used, and expected completion date of study -
on a quartexly basis. '

Sixth, the group inJ apan would have the responsibility for updating materials as needed. (On
occasion we revise HUI materials in English;-iﬁ would be important to make the corresponding
changes in the Japanese versions. Normally these changes are quite modest.) '
Seventh, such an agreement between the HUI Group and the group in Japan would be limited
in duration with provisions for renewal. Clearly the group in Japan would have to0. be
"defined"”. '

3:Difinitions for puhlic sector and not-for-profit organizations

Agree with the criteria for not-for-profit organizations that you outlined, namely, that the
organization conducting the research be not-for profit and that the research is being funded by a -
not-for-profit organization. Thus research done at universities under the sponsorship of

The HUI Group would distribute materials to for-profit users such as pharmaceutical
firms, or to users doing studies sponsored by for-profit organizations. ‘When the HUI Group
provides copies of Japanese versions of HUI materials translated by the Keio group to such
users, the HUI Group would share revenues with the Keio group.

e Copsulting Seri

The HUI Group and the Keio Group would be free to charge for consulting services and
expertise on the assessment of health-related quality of life and economic evaluation of health-

Care services.
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10. Conditions suggested by group in J apan (Kem Group)

1:Te cope with the requirements of public sector fundmg in Japan,

Most brief and ideal means of settling the concems of founding sector would be Japanese HUI and

its tariff comes out in public domain. But I understand it would be against the basic policy of HUI

distribution. Regarding to the point of view, we suggested as below;

JInsist that public sector such as local government (3500 of self-governing bodies in Japan

could be expected to use HUI materials) and not-for-profit firms should have access to the use
of copyrighted Japanese HUI materials easily such as the questionnaires without being required
to pay a fee to the HUI Group. '

Insist that HUI Group and Keio Group should waive the fee for specified applications as
defined by outline for access to copyrighted material in Japanese for which the translations
were supported by the Ministry of Health and Welfare in Japan.

2:Basic Policy toward the copyright '

First, We agree the distribution would be conducted by us. But we have to be careful that such

system would not to prevent easy access by anyone who need to use it.

| Second, We can obtain signed agreements from such users in Japan. But we afiraid that such

system would be too much strict (as the signed agreements would grant permission for the use
of HUI one study at a time and users would state that users would not distribute the copyrighted
materials to others). Our concern about this policy is first, Difficulty for the practitioner to
access HUI materials, second, some different way of understanding toward the intellectual
proprietary between Japan and Western country.

Third, We agree and appreciate we can levy nominal charges to cover the direct cost of
distributing materials (time and materials). But we bave to strictly distinguish the direct cost,
revenues and coverage of the public foundation, as long as we receive public grant.
Fourth, we can maintain a registxy of users who have been granted permission to use the

" naterials. But as I mentioned above, we have to care such system prevent easy access.

Fifth, we disagree that we report to the HUI Group on the name of the all user, name of the
all studies. We could report the data of such major studies as we collaborate intensively or
your specified requirements. And we believe it would depend on how minute the report could
be that we are expected to report completion date of study on a quarterly basis. I repeat we
have to care such system prevent easy access.

Sixth, we do the necessary update by requirement from HUI Group. We hope such changes are
quite modest.
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® Seventh, we understand that such an agreement between the HUI Group and us would be
limited in duration with provisions for renewal. This. is routine expression in contract. We -
hope you won’t quit our basic agreement and won’t introduce drastically new policy in near
future. We, Group in Japan, are very close friends, so clearly can be "defined".

Have to be discussed intensively...........

®  3: Difinitions for public sector and not-for-profit organizations

® We can outline with the criteria for not-for-profit organizations. Namely that the
organization conducting the research be not-for profit and that the research is being funded by a
not-for-profit organiiaﬁon. Thus research done at universities under the sponsorship of
pbarmaceutical firms would not qualify.

pharmaceutical firms, or to users deing studies sponsored by for-profit organizations. But
your mentioned policy and expression toward the fee for intellectual proprietary “When.
the HUI Group provides copies of Japanese versions of HUI materials translated by the
Keio group to such users, the HUI Group would share revemues with the Keio
group.”cannot clear the condition and against the rules for government grant delivery.
® Consulfing Servi
@ Relating to above concern, any kinds of for-profit-activities based on the preducts comes
after study are strictly limited, nearly prohibited as long as public foundation are
invested in it. So your mentioned policy and expression would prevent us from receiving
public grant of ministry of health and ﬁvelfare.“’Ihe HUI Group and the Keio Group would be
free to charge for consulting services and expertise on the assessment of health-related quality
of life and economic evaluation of health-care services.” '
[ am afraid we would mistake the means for the end ,because we are asking you to alter your basic
policy for HUI distribution, according to our conditions and rules to receive public grants. [ assume
Best thing, scholastically, would be that we, group in Japan should take after the experiences that
another country where translated HUI was developed. But I also can say, just within the matter we
are now facing, that all concern from public sector of national foundation will clear if you permit us
to publish Japanese version of HUI questionnaire in public domain and abandon copyright just in
- Japanese version. |
These several lines above are not for forward to MHW. As I assume, we can discuss and device
some other policy with which beth of your policy and MHW founding pelicy can go well.
As you wrote, we think that the aiternative arrangements will achieve the same objectives and
comply with the requirements of our public sector funding agencies.

— 189 -



5. When will Canadian taxiff of HUI Mark3 be published ?

We have to know whether we will be able to adopt Canadian tariff to our data at the end of our field -

work. ' :

6. Using Japanese HUI questionnaire with the Canadian tariff ?

General populations |

HUI questionnaire in a heaith survey usmg Canadian tariff. s it possible to compare the results

with the Canadian population? We have to ask your status of view whether data of the Canadian
pulation is available for such a comparison.

Clinical application for evaluating health status of some specific disease, tentatwely we plan

1,Patients with ischemic heart disease

2,Patients with aortic disease

3,Patients with various stage of hepaﬁﬁs

4 Patients with peripheral arterial occlusive disease

and compare results with other QOL instruments and with the outcomes. of comparable studies

performed in the Netherlands and US (JL Bosch)

s, ‘ :

6,

Clinical application for evaluating the outcome of medical technologies

1PTCA ' -

2,CABG

3,Interferon for hepatitis

4,

5,

7. - Conduct a study to assess the Japanese tariff ?

This would be very taking-time study. We have to ask the basic methods to develop the own tanff

Is it possible for us to arrange the Canadian tariff acr_:ordmg to the comparison with the Canadian

tariff? Or should we perform another TTO, SG, or VAS study in order to develop- Japanese tariff?

And how we can cope with such a 'compli&ted procedure ?



HUI MarkIll

NEFHR
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-+ 0 o o o &

11. AEABEED. HEOTEHIT. UTRBR23003BENA—BRTEEIZTH?
DEDRBATTFI W,

a. BEAEOBEBVWHTENTES,
b. RPENSEN,
c. REBh-IEN,
d. o< TBHENHTENTERL N,

- 196 ~



12, AEABREN Ha40MEEEAMEL TLENCHEE, UATCRRZHO055EN
A—HFLUTREVETH? GEDRATERE N,

HxOBEEIZ-> =0 EBEAMRTHIENTES,
. B OBEEEZRRTEIZIE. bTHIEENH 5.
B OBEEEZEABRT I, W SAREND .
. B DOREEEAMET DT, HURENSD.

e. BAOREEAEEIMRTAHIEMN, £k TERN,

[oFENN o o B

13. AEABREMEOEDNOI EE2THEAE. UTRERZHOOIBEENN—FLTIEE
DETH? DEDBATREIN,

. BE, AR, BEZ, MM UAEERICTES,

. BLOEBRHENEHATERSE. AN FERX. M LATED.
_BATAES, AR BB MULETACRBBRAZLEETD,
. BE., AB. BEZ. MM UMAONBRZLEET S,

[T ST & MV

14, ZEADBBEOBMAL. UTIENBLO0I B ENN—BLTIRIETR? VLD
BATFE L,

a. REZET, WO TTLEBENZN.

b, Bar o0, Borl, Leicdbolkl, RERKAR-EOBEBRALDT S,

. LIZLIES o0, Bob, La<ild&bolkh, REKARSLOBEBRALDT D,

4. BEAENDBHToAD., Bofh, LoaKEbokt, RRICAR>ZVEBRAALD
LTind,

e. WEICSToD, Bok, Loitdbol, FECRLVEBRAZILT. &
SARSENRREZELELT S,

15. AFASBEORSOBEEIZEL. PFIcRRE 0D ENN—BLETEEIRTHL?
DEDBALTRE N,

a. EAPRRBENE SRV,

b, BRI H5, FREITRECHEEECI> TS5, BREOEBOWT AR
57V,

c. LELEEANH S, B L D EEOEENHTONE L EH DN, RHERTI-T
moifois, .

d.b@bdﬁ&ﬁ&é:%ﬁ@%%ﬁbﬁb@%ﬁ%ﬂ‘ﬁ%ﬁét@tﬁﬁ%%&E@ﬂﬁ
ELEETS,

e. DEVELNHE, MAEETIIRSToNT. EICEEQIEESHIToND,

~ 197 -



HUI MarkIll

UL 2!

%

- 199 —



Self-Administered Questionnaire for a Health Status Survey
How to fill out the questionnaire:

The questions below concern your everyday health. While some questions may not apply to you,
please understand that it is important to ask the same questions of all of you.

Please read the questions and consider them carefully before answering. Please choose one answer
that is most applicable to your everyday activities, and circle its letter.

Even if some questions appear similar, please answer all questions.

Thank you for your cooperation.
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Questions:

1. How well can you read a newspaper? Please circle the letter of the answer that best applies to you.

a. I can read a newspaper without glasses or contact lenses.
b. I can read a newspaper if I use glasses or contact lenses.
c. I have difficulty reading a newspaper even if T use glasses or contact lenses.

d. I am completely unable to read a newspaper.

2. How well can you recognize a friend across a road? Please circle the letter of the answer that best

applies to you.

a. I can recognize him/her definitely without glasses or contact lenses.
b. I can recognize him/her definitely if I use glasses or contract lenses.
c. I am definitely unable to recognize him/her even if I use glasses or contact lenses.

d. I am completely unable to recognize him/her.

3. How well can you hear what three or more persons are saying? Please circle the letter of the

answer that best applies to you.

a. I can hear what they are saying without a hearing aid.

b. I can hear what they are saying if I use a hearing aid.

¢. I am unable to hear what they are saying clearly even if I use a hearing aid.

d. I am unable to hear what they are saying clearly, but I don't use a hearing aid.

e. ] am completely unable to hear what they are saying.

4, How well can you hear what someone is saying in a quiet room? Please circle the letter of the

answer that best applies to you.

a. I can hear what he/she is saying without a hearing aid.

b. I can hear what he/she is saying if I use a hearing aid.

c. I am unable to hear what he/she is saying clearly even if I use' a hearing aid.

d. I am unable to hear what he/she is saying clearly, but I don't use a hearing aid.

e. I am completely unable to hear what he/she is saying.
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5. When you talk with someone you don't know; how well do you think he/she can understand what

you say? Please circle the letter of the answer that best applies to you.

a. He/she can understand what I say completely.
b. He/she can understand somewhat.
c. He/she can't understand what I say very well.

d. I am completely unabie to communicate verbally with him/her.

6. When you talk with somebody you know, how well do you think he/she can understand what you

say? Please circle the letter of the answer that best applies to you.

a. He/she can understand what I say completely.
b. He/she can understand somewhat.
c. He/she can't understand what I say very well.

d. I am completely unable to communicate verbally with him/her.
7. How do you usually feel about your daily life? Please circle the letter of the best answer.

a. I'm happy, and I am able to have hobbies and interests.
b. I'm fairly happy.

¢. I'm not happy.

d. I'm very unhappy.

e, I'm extremely unhappy and have lost my will to live.

8. How much pain and/or discomfort do you usually experience? Please circle the letter of the

answer that best applies to you.

a. [ don't feel any pain or discomfort at all.

b. I feel some pain, but it doesn't impair my daily activities.

¢. I feel mild pain, but it rarely impairs my daily activities.

d. I feel severe pain, and it sometimes impairs my daily activities.

e. I feel very severe pain, and it almost always impairs my daily activities.
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9. How well can you walk? Please circle the letter of the answer that best applies to you.

Note: "Self-help walking devices" refers to devices such as a splint, walking stick, crutch, or walker.

a. Jam able to walk around near my house with no need for self-help walking devices.

b. It's difficult for me to walk around near my héuse, but I don't need self-help walking device or
someone's help.

c¢. I am able to walk around near my house without help, although I do need a self-help walking
device.

d. Iam able to walk around with the help of a self-help walking device within a limited range, and I
am able to move around near my house with an aid of wheelchair,

¢. I am unable to walk alone even if I use a self-help walking device. I need someone's help to walk,
and a wheelchair when I go out of the house.

f. I am compietely unable to walk .

10. How well can you move your hands or fingers? Please circle the letter of the answer that best
applies to you.
note: "Special tools" mean tools that assist finger movements, e.g., buttoning a jacket, opening a jar,

and grasping a small article.

a. I am completely able to use all my fingers.

b. I have some trouble using my fingers, but I don't need special tools or someone’s help.

c. l have some trouble using my fingers, but I don't need someone's help if I use a special tool.

d. I have some trouble using my fingers, and 1 sometimes need someone's help even if I use a special
tool.

e. I have some trouble using my fingers, and I almost always need someone's help even if I use a
special tool.

f. I have trouble using my fingers, and I always need someone's help even if I use a special tool.

11. How well does your memory function in daily life? Please circle the letter of the answer that best

applies to you.

a. I can remember nearly every thing.
b. I sometimes forget things.
c. | forget many things.

d. I remember nothing.
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12. How much can you think and solve everyday problems? Please circle the letter of the answer that

best applies to you.

a. I am completely able to think and solve everyday problems.

b. It's a little hard for me to think and solve everyday problems.

c. It's sometimes hard for tme to think and solve everyday problems.
d. It s very hard for me to think and solve everyday problems.

¢. I am completely unable to think and solve everyday problems.

13. How well can you perform everyday tasks? Please circle the letter of the answer that best applies

to you.

a. ] am able to eat, bathe/shower, dress myself, and go to the toilet without help.
b. I am able to eat, bathe/shower, dress myself, and go to the toilet without help, with slight difficulty.
c. When I eat, bathe/shower, dress myself, and go to the toilet, I need a self-help assisting device.

d. When I eat, bathe/shower, dress myself, and go o the toilet, I need someone's help.
14, What is your general state of mind? Please circle the letter of the answer that best applies to you.

a. 'm almost always happy, and have no particular anxieties.

b. I sometimes become upset, angry, irritated, anxious, and/or depressed.

c. I often become upset, angry, irritated, anxious, and/or depressed.

d. { almost always become upset, angry, irritated, anxious, and/or depressed.

e. My anger, irritation, anxiety, and/or depression are constant, SO that I need to be admitted to a

hospital or a psychiatric clinic.
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15. How much pain do you experience on a daily basis? Please circle the letter of the answer that

best applies to you.

a. [ experience no pain or discomfort at all.

b. I sometimes experience pain and/or disoomfoﬁ that is relieved by commercially available drugs
and self-management, but it doesn't impair my daily activities.

¢. L often experience pain and/or discomfort that sometimes impairs my daily activities, but it is
relieved by orally ingested medicine.

d. I often experience pain that occasionally impairs my daily activities and can only be relieved by

prescription medicine such as narcotic analgesics.

e. 1 experience severe pain that can not be relieved by medication, and that always impairs my daily

activities.
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