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Chairperson’s Report

On behalf of the committee, | am very pleased to present this annual report of the Lower
South Regional Ethics Committee.

The report provides an overview of the work of the Lower South Regional Ethics Committee
from December 2004 to December 2005. The report was presented to the committee at its
meeting on 7 March 2006.

The report details applications received for ethical approval and other work undertaken by
the committee.

When the committee commenced in December 2004, it had seven members who had not
previously served on an ethics committee, but it took only a few meetings for the committee
to work well as a group. Eight members attended the new members’ training in Christchurch
and Wellington in February 2005 and enjoyed the experience.

The committee worked to foster productive relations with researchers by encouraging
researchers to attend meetings. Usually at least three researchers address the committee at
any one meeting. | addressed a meeting of researchers at the University of Otago, in
conjunction with Martin Tolich, Chairperson of the Multi-region Ethics Committee and the
National Co-ordinator of Ethics Committees, and this also helped foster our relationship by
clarifying what the committee looks for in a research application and what common mistakes
can be avoided. Feedback from researchers who attended committee meetings was
positive.

The committee looks forward to further refinement of the locality assessment process once
consultation on its first year of operation is completed.

My warm thanks go to Deputy Chairperson Phil White, the committee members and Riria

Tautau-Grant, our administrator during this period. | have enjoyed being Chairperson this
year and am thankful for the valuable insight the work has given me into medical research.

Jenny Beck
Chairperson
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Committee Membership

Appointments

The following members were appointed in November 2004 by the Minister of Health,
pursuant to section 11 of the New Zealand Health Public Health and Disability Act 2000.

Chairperson

Jenny Beck
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Professional affiliations

Iwi affiliations

Deputy Chairperson

Phil White
Representation
Member category
Gender

Date of appointment
Six-year maximum term
Retirement date

Iwi affiliations

Members

Gail Tripp
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Professional affiliations

Iwi affiliations

BA (Hons), Bth(Hons), LLB (Hons)

Lay member

Lawyer

Female

December 2004

2 years

February, 2010

Member NZ Law Society, NZ Family Law Section, ODLS
Council

None

General practitioner
Non-lay member
Health practitioner
Male

December 2004
February 2010
December 2007
None

BSc(Hons 1st), DipClPs, PhD

Non-lay member

Health researcher

Female

December 2004

2 years

February 2008

Registered Clinical Psychologist, Member New Zealand
Psychological Society, Association for the Advancement of

Behaviour Therapy, Foreign Affiliate American Psychological

Association
None
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Nikki Kerruish
Representation
Member category
Gender

Date of appointment
Six-year maximum term
Retirement date
Professional affiliations

Iwi affiliations

Fay McDonald
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

Ken Copland
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Professional affiliations

Iwi affiliations

Sandra Elkin
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

Gwen Neave
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

BMedSci, BMBS, MRCP, FRACP, MHIth Ethics
Non-lay member

Health practitioner

Female

December 2004

May 2009

December 2006

New Zealand Masonic Postgraduate Fellowship in Paediatrics

and Child Health
None

MSc(Hons)

Lay member

Consumer representative
Female

December 2004

2 years

December 2006

None

Lay member

Community representative

Male

December 2004

3 years

November 2010

Elected Member of the Wanaka Community Board of the
Queenstown Lakes District Council, Managing Director of
Environmental Waste Ltd, Justice of the Peace, Certified
Boatmaster, Marriage Celebrant

None

BA (Hons) MBHL (Dist)
Lay member

Ethicist

Female

December 2004

2 years

November 2010

None

Lay member

Community representative and Maori perspective
Female

December 2004

3 years

November 2010

Ngati Kahungunu
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Khyla Russell
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

Clare Robertson
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

Alan Payne
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

Nerida Smith
Representation
Member category
Gender

Date of appointment
Term of appointment
Iwi affiliations

PhD

Lay member

Community representative and Maori perspective
Female

December 2004

2 years

November 2010

Ngai Tahu, Kati Mamoe, Waitaha, Rapuwai, Hawea

PhD

Non-lay member
Biostatistician
Female
December 2004
3 years
November 2010
None

Doctor of Dental Science (Senior Doctorate)
Non-lay member

Health researcher

Male

December 2004

3 years

November 2010

None

PhD

Non-lay member
Health researcher
Female
November 2004

3 years

None

Change to membership

Dr Nerida Smith resigned in February 2005. The following appointment was made by the

Minister of Health in July 2005.

Rosemary Beresford
Representation
Member category
Gender

Date of appointment
Term of appointment
Six-year maximum term
Iwi affiliations

PhD, MSc

Health professional
Pharmacologist
Female

July 2005

3 years

June 2011

None
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Deputy Chairperson

Dr Phil White was elected Deputy Chairperson by the Committee at its inaugural meeting on
14 December 2004.

Members’ attendance

Member M/F| Lay/ | Dec | Feb |5 Apr|7 Apr| May | Jun | Jul | Aug | Sep | Oct | Nov | Dec | Total
non-lay

Jenny Beck F L Y Y Y Y Y Y Y Y Y Y Y Y |12/12

Lawyer

Phil White M NL Y Y Y Y Y Y Y Y A Y Y Y | 1112

Health practitioner

Gail Tripp F NL Y Y Y Y Y Y Y Y Y A Y A | 10112

Health researcher

Nikki Kerruish F NL Y Y Leave of absence Y Y 4/4

Health practitioner

Fay McDonald F L Y Y Y Y Y Y A Y Y Y Y Y | 1112

Consumer rep

Ken Copland M L Y Y Y A Y Y Y Y Y Y Y Y | 11/12

Community rep

Sandra Elkin F L Y Y Y Y Y Y Y A Y Y Y Y | 1112

Ethicist

Gwen Neave* F L A Y Y A Y Y Y A Y A Y A 7112

Community rep

Khyla Russell* F L Y Y A Y Y Y Y Y Y Y Y A [ 10112

Community rep

Clare Robertson F NL Y Y Y Y Y Y Y Y Y Y Y Y 1212

Biostatistician

Alan Payne M NL Y Y Y A Y Y Y Y Y Y Y Y | 11/12

Health researcher

Rosemary Beresford F NL Appointed July 2005 A Y Y Y Y 4/5

Pharmacist/

pharmacologist

Nerida Smith F NL Y Y Resigned February 2005 2/2

Health researcher

No. of members 1 12 9 7 10 10 9 8 10 9 12 9

present

No. of applications 5 1 10 3 4 5 4 1 4 5 4 5 51

*

= Maori member
Y =Present
A = Apology

The scheduled meetings in January and March were not held because no applications were

received.
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Training

New member training

All members of health and disability ethics committees, including those with previous
experience, were offered training in January and February 2005. The training was held in
Auckland, Wellington and Christchurch. The following members of the Lower South
Regional Ethics Committee attended: Phil White, Clare Robertson, Ken Copland, Sandra
Elkin, Alan Payne, Jenny Beck, Khyla Russell, Fay McDonald.

Ongoing training

While no ongoing training was offered to all members in 2005, the following meetings of
specialist members were held:

Meeting of legal members and chairpersons

A meeting of the legal members and chairpersons was held on 23 June 2005, covering the
role of the legal member, indemnity of members, compensation and research on people who
are unable to consent themselves. The following member of the Lower South Regional
Ethics Committee attended: Jenny Beck.

Meeting of the Maori members

A meeting of the Maori members of the committees was held on 28 June 2005 and covered
a number of topics including the role of the Maori member, consultation with Maori, the
cultural section of the application form, tissue banking and recent changes to Right 7(10) of
the Code of Health and Disability Services Consumers’ Rights. The following member of the
Lower South Regional Ethics Committee attended: Gwen Neave.

Chairpersons’ meeting

Two meetings of the chairpersons of the multi-region and the regional ethics committees
were held in 2005. Jenny Beck attended the chairpersons’ meetings on 14 April 2005 and
13/14 October 2005.

Approval by the Health Research Council

The committee is approved by the Health Research Council until December 2007.

United States Department of Health & Human Services Registration

The Lower South Regional Ethics Committee is registered with the United States Department
of Health & Human Services. The registration number is IRB00004669 — Lower South
Regional Ethics Committee.
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Response to Cultural Issues

consultation on cultural issues

Number of applications deferred because Maori 0
guidelines were not read

Number of applications for which consultation with Majority
Maori was considered appropriate

Number of applications returned through insufficient | 3

Process the committee has for following through on
consultation

Requests a letter evidencing that consultation with
Maori has occurred

Cases of unsatisfactory reasons for not including
Maori

2

Mechanisms in place to facilitate consultation with
Maori by researchers

University of Otago protocol for consultation

Examples of Maori not being included in research

e Study involves one child who is not Maori
e Study is a teaching practical

e Study pertains to surgical trainees, who are not
Maori

o Exclusion criteria identified, study sent to Maori
committee member for comment

The committee notes that usually Maori are not being consulted during the formative stage of

an application, and few adequately complete the cultural and social responsibility section of

the application form.

The University of Otago’s singular process for consultation is causing delays for researchers.
Researchers who work very closely with Maori in the ongoing course of their work are largely
unable to qualify those meaningful discussions as consultation unless they have also
followed the university’s policy for consultation.

There is no notified process for consultation for researchers in institutions other than the

University of Otago, which can result in these researchers consulting with people who are not

appropriate.

Lower South Regional Ethics Committee Annual Report 2004— 2005

7




Applications

The committee held 11 scheduled meetings from December 2004 to December 2005, with
an additional meeting held in April to review three applications that had not been considered
due to lack of time at the scheduled meeting.

Lower South Regional Ethics Committee statistics December 2004—
December 2005

Applications approved 60
Applications deferred, then subsequently approved 1
Applications deferred, at the time of the report

Applications declined

Applications carried forward (approved subject to conditions)

a2

Approval not required

Total number of applications received 81
Applications considered under delegated authority (CPD) 30
Number of applications considered by the committee 51
Total 81

Other committee statistics

Number of matters arising 28
Number of general business Items 30
Number of amendments reviewed by the committee 33
Number of amendments approved under CPD 21

Audit or matters not requiring ethical approval

Students are required to seek ethical approval as a part of their studies. In some instances
however, the granting of ethical approval was not strictly necessary as the studies related to
audits or surveys or gaining approval was enforced so that the findings could be published.
However, in keeping with support for the educative process, all applications of this nature
that were made to the Chairperson were subsequently approved under delegated authority.

Innovative practice

No applications for innovative practice were received.

8 Lower South Regional Ethics Committee Annual Report 2004—2005



Second opinions

No second opinions were requested.
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Complaints

The committee received a complaint, initiated in December 2004 and continuing throughout
2005. The complaint was in regard to a study in which the participant believed that pertinent
information was not fully disclosed. Further information was gathered from both the
complainant and the researchers. The committee felt that a meeting of both parties, along
with a member of the committee should be convened to discuss the complaint. The
committee continues to have some difficulty convening this meeting, as the complainant has
been both intermittently difficult to locate and at times resident outside this committee’s
jurisdiction. The last correspondence received from the complainant in November 2005
indicated that she is overseas. The complaint remains unresolved.

The committee was asked to re-consider its decision to defer one study where the
researcher considered that the requests for amendment were minor. The committee
reviewed its decision and advised the researcher that the committee had initially deferred this
study on the basis that the committee felt strongly that information to the participant needed
to be full and clear and that these were essential rather than cosmetic points in accordance
with section 2.2, page 6, of the Operational Standard for Ethics Committees, March 2002.
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Issues for the Committee

Locality assessment

The locality assessment has caused some consternation for the Otago District Health Board
(ODHB) in that it was considered that the researchers were being asked to replicate a
process already undertaken; once for the ODHB and then a scaled-down version of the
same process for the Ethics Committee. To alleviate the pressure this applied to the
researchers, this committee conceded that a researcher providing a locality assessment form
with the COO signature on it also represented an assurance of observance of the relevant
considerations for which the committee is responsible.

Other issues include:
. uncertainty about who the appropriate signatories are

. researchers being unaware that they are required to provide a locality assessment for
each location in which the study is being carried out

. uncertainty as to how much information researchers should provide

. uncertainty as to when an organisation should provide a locality assessment.

Applications

The standard of information sheet and consent form writing is of concern as these are the
foremost mechanisms for transmitting information to the participants in accordance with
section 2.2, page 6, of the Operational Standard for Ethics Committees, March 2002.

Clinical trials

Researchers are confused about what constitutes a clinical trial for the purposes of
compensation.

Lower South Regional Ethics Committee Annual Report 2004— 2005 11



Guidelines for the Chairperson’s Delegation

At its meeting on 14 December 2004, the committee agreed to delegate the following
authority to the Chairperson.

The Chairperson may approve under delegated authority the following:

(1)  Protocols that are non contentious:
. use of non-intrusive questionnaires or
. other simple observational methods or
. teaching practice.

(2) Requests for the use of tissue/body parts that would normally be discarded and where
the patient has given consent.

(3) Student projects where time is at a premium, for example, medical trainee interns, in
particular, are given six weeks to develop a research proposal, obtain ethical approval,
carry out research and prepare a report.

(4) Minor amendments and extensions to existing protocols.

(5) A full approval where an approval in principle has previously been granted by the
committee and the researcher has complied with the requests of the committee.
(6) Consultation with Maori:

. where the investigator provides evidence that consultation with Maori has been
initiated, and

. there has been significant time lapse in obtaining a response to that consultation,
and

. further delay would disadvantage the research.

These delegations are also binding on the Deputy Chairperson where that person is required
to act on behalf of the Chairperson.

12  Lower South Regional Ethics Committee Annual Report 2004—2005



€l

$00Z2—00Z Hoday [enuuy Sa)ILWOD SIY}T [UOIBSY YINOS Jamo]

Ajannelsado 1sod sAep 71 1sll 8y}
Ul }9Ip [BWIOU 0} UIN}dJ PUE SBNIAIIOE
|lendsoH uipaung SuoIpUod Jo uondwnsau ‘soisabjeue ‘uied
Aued Buppopn pleog 0} J09lgns unqy Awojoa||Isuc}-}sod jo saoualadxa
UilesH enusypn euepy yHesH Jusig obelo|  50/6/S | penociddy panoiddy SO/Y/S §0/z/se ©009q9Y | sjualjed ey} usamiag diysuoneds 8y L| €00/70/S0/SH1
obejo aseoyjeaH ssao0ud awolpuAs siuuibepy
Ajuo ppyo ‘Iun soljelpaed Bupuasuoo yHwsS yum juanjed e ul 9ouequnisip
auo sanjoAul Apnis — [IN v sawoy ayeAud| Go//LL | panoiddy 81 UIddU0]| palisieqg S0/vIS G0/€/LL | uned piaequ@| deajs Joj ujuojejdaw Jo e} L-jo-N V| Z00/70/S0/S¥1
neueypn
ejeled Jo Jaquiaw
e os|e sl [9ssny JQ
pue ‘neueyp) ejeled
JO Jaquiaw e S| Jayoieasal
{Aydinpy Joues|g Suol})IPuod
‘obejQ jo Aysianiun 0} J09lgns [HETYYN neueyn ejeled
‘lOB|\ Yyoiessay obe)O Jo AusieAun| Go/e/9L | Panoiddy panoiddy s0/e/L So/L/02 eww3 ssIN|  8y) Ul sejegelp g 8dA} jo soueuayul| L00/20/S0/SYH T
sjuapnys
09|9paN ABojooewleyd pue Aoewueyd
37 upey ‘aupoipsw ul (jowejngjes 6n 00z)
|eanoeud Jainjoa] Bnup Jojejipoyouoiq e jo sjoaye
Buiyoesy e si Apnys — IN oBeyQ jo Ansiseniun| ¥0/z1L/v)L | peroiddy panoiddy | ¥0/ZLivL | vO/ZLIY juejsissy Jejnosenolp.ed pue Alojeiidssy| 500/ZL/70/SYT
Aued |eydsoH suonIpuod suonIpuod AjaIXue pue s8ouUBqINISIp dlWouoiNe
Bupop UyeaH enuaypn ulpaun( ‘sjuaneding 0} Jo9lqns 0} Joalgns uosoer| Jo uoneblseAul ue :sjusdsajope pue
euep ‘yisio4 auiy \4 soljelpsed panosddy panoiddy | 0/ZLIVL | YOZLIY ejpwed JQ| uaipiyo ut swo.puhs anbiey o1uolyd | ¥00/Z1/70/SH1
Q9jIWWOoD
uolbay-IHN U}
0} pasiajas ‘Apnis pAaug
paulpaq asjusonnw | paulpea | ¥0/gL/vL | ¥0/LL/6Z auer Aepy Jadued ajejsold wouy [eAIMNS | €00/2L/70/SH
|lendsoH SuoNIpPUOd
uipaunq ‘ABojoiydaN 0} j08[gns 19)|e M Magoy yueg Asdoig [eusy puejeaz meN
noxejQ o ebueuny o1 jojuswyedad| Go/¢/L | penoiddy panoiddy | $0/ZLivL | $0/L1I82 10SS9j0Id| pue uellessny 8y Jo juswysliqeis3| Z00/2L/y0/SH
SuONIPUOd auljoAoAxop Buisn uopuanaid
obejQ jo Ajsianun auIpaN 0} 109[qns iy uea aipuy| :A1abins snouaa [eoiuadns Buimojjoy
‘UoISINIg Yolessay v JO |00YoS uIpauUN@| Go/e/g | PaAosddy panoiddy | ¥0/2LivL | ¥0/LLI0E Joss®joid SUISA SOJLIBA JO 90UBIINDSY | L00/CL/70/SHT
yodau
uayejepun suonesjuebio leroudde | jo awn pauljoap pamalAal | panledal | JojebiysaAul
uoljejnsuon Josuodg wJog4 Ayjeson jo ajeq |je snjeyg | /passagep AYm | awooing | Bunesp ajeq Krewng apn 14 £ay y00loud

‘sBunesw paso|o, Ul paJepisuod aiam suonesldde
om] -sBunssw uado ul OOz Jeqwiada 01 $00Z Jequiadag Wolj 8a)Iwwo ay) Aq paispisuod suonesldde sy sjielep xipuadde siy |

G00Z 1oquiasa( 0} 00z Jloquiada paAladal suonedijddy : | xipuaddy



S002—00Z Moday [enuuy Sa)ILWOD SOIY}T [BUOIBAY YINOS JamoT]

142

uoljewJojul BeAOUEBJOIOY elualydoziyos yum sjenplaipul
O0d1N \4 obe)Q jo AusieAun| Go/L/GL | Panoiddy jusynsul  passied S0/v/L S0/€/ve elled S| ul Alowsw ps||o13uod pue dewoINy | 1.0/y0/50/SYH1
puejeaz ¢|9boupidojo pue uuidse
M3N JO [I9UN0Y YoJeasay suosiad 0} asuodsai Jood e o} pajejal bupuss
yl|eaH 9y} JO 9a)Iwwo) J0} 109dsal A1euolod snosuejnosad |nysseoons
yiesH HoeN 8yl v |e}dsoH uipaung paiisjeq 91 sulsduoy| palisieq S0/v/L S0/Y/S al1 Memg 1Q| Jeye spuaAs dloquioly} Alies sy 8y | €1.0/¢0/S0/SH1
‘oey uo Joedw
10811p B 8AeY [|IM Ss800.d s||ys Buryjew-uoisioap
yo.leasas pauueld ay) saaulel} [eolBins Jo Juswssasse
ey} Aj@yijun } Japisuod SUOI}IPUOD SUOI}IPUOD pue Buiutes sy} uo Joedw
S19yoJeasay ‘soaulel) |eydsoH pue|yinos 0} Joalqns 0} Joalgns s)I pue Bumes aynde ay) Ul suoIsIoap
|eaibuns 0y suiepad Apnig lendsoH uipaung panoiddy panoiddy S0/v/L G0/€/vZ | eluuay yeleg swabeuew axew suoabins MoH| Z10/#0/S0/SHT
eloneH aIeyAp nInajely suonIpuod uospJeyory ao0e.d Buisinu 1oy UOSS?|
e youig efuos ‘noxeln 991dsoH 0} 109lqns (e1E))| :Bunjew-uoisiosp pue uswiamodwa
o efueuny 81 :D0YIN v Ajunwwog obeyo| Go/6/s | Perciddy panoiddy S0/v/S S0/e/0€ ukjoied sy ‘SSaU|! [BUILLIS) 9ANBINJ-UON | LL0O/P0/S0/SYT
obejQ jo Ajsianun s|euolssajoid yjleay pue siayjow
ay} yym uonounfuod uolyewJojul Bunoadxe Jo suoluido pue smaln ay |
Uiksio4 auIH IIN ur [eydsoH uipaun@| S0/G/LE | penosddy juspiynsul|  pausdqg S0/v/S S0/e/le | Hemays auer|:Aoueubaud uo esiosexs Jo sjodye BYL| 010/70/S0/SYT
uos|ip\ 9o1j0e.d 211}9)}SqO pUE UOROUNISAP
Uiksio4 duIH [eE}dsOH uipaun@| S0/G/LE | paroiddy S0/Y/S G0//gl | uoQ Jossajoid| Joojy dijed Jo Apmis [euipnyibuol 8Y1 | 600/¥0/S0/SH1
MOJIBW BUO] UBWNY }NPE WO}
(SDSIN) sI190 wa)s [ewAyouasaw
JO UOIJBIJUBISYIP PUEB UONESLIB}OBIEBYD
o9)lWwo) uoljewJojul Henis ‘uonjeJayljosd uorejosi
SAIINOdX3 NoXeI0 V | uonenouuj o} auad| 90/¢/€g | perosddy jusiynsul|  pauseq S0/v/S so/e/8l yeiogeQ Ia 8y} Joy saunpaooud ay Buisiwido| 800/+70/50/SHT
9901dsoH poaT1oN Ajunwwod upaung ayj ul
O0dIN Ajunwwod obejo| G0/g/g | Paroiddy | suiaouoo Aoeaud| pausjeg S0/v/S SO/l | POy J0SS8j01d (9180 8J)| JO pus Jo saAnoadsiad Ajiwed | 200/70/S0/SHT
[elL 86-1 Olg ay} uiyym
(90s4g|) dnoig Juswjeal} UsjIxowe | SA 9|0z0J}a7
J9oue) jsealg jueanfpe Buial@oa1 pue paziwopuel
|euoneulaju| ‘J9oUed Jsealq pajesado yum uswom
(9109ZNV) lesnedouaw)sod 10} UoiEwWIoU|
dnoug 1eoue) auljeseq INOY}IM SSO| suoq
jseaig ZNY pue Ayisuap auoq bunebnsaaul Apnis
Aued Buppiopn | ‘sjeonnaoeuwleyd usieon qns suog 86-81 [EHL ©S04I/86-1
UiesH enuaypn euepy SIHeAON| g [EYdsOH ulpaun@| G0/g/¢ | Penoiddy S0/Yv/S S0/e/81 Jleig 4a| ler L (919) dnoio |euoneussiul iseaid| 900/70/S50/SHT
anua) uolyewJojul Jojke] uiqoy| ased Atewnd ul sjuswaINSEaW BpPIXO
IIN uiesH uoyBUILION | GO/0L/€Z | PaAoiddy jusoynsul  passieQd S0/Y/S S0/€/ve @ Jossajoid| Ou)U pajeyxs jo uonesiidde [edluld| G00/70/S0/SHT
puejeaz maN Ul 8eo0|
suonIpuod pajosjes e ul Joddns awoy Jo s|ans|
noxej0 0} Joalgns uoje|queH|  mo| Buinieoas ajdoad Jap|o Jo smalA
0 eBueuny ‘yiksio suiH sswoy sjuedioijed| G0/9/¢ | ponoiddy panoiddy | SO/m/S | SO/E/8L Auuad| aus :ay1f Jo Anjenb pue eoeid ur Buieby| 00/70/50/SY1
yodau
uayeyepun suonesjuebio leroudde | jo awn pauljoap pamalAal | panledal | JojebiysaAul
uoljejnsuon Josuodg wJog4 Ayjeson jo ajeq |3esnjeyg | /passagep AYpm | awooinQg | Bunesp ajeq Krewng apn 14 Koy y00loud




Gl

$00Z2—00Z Hoday [enuuy Sa)ILWOD SIY}T [UOIBSY YINOS Jamo]

8seasIp JB|NOSeAOIpJeD JO Ysu ybiy je

obejo sajagelp g adAy ul Adessy) Bnip anoqe
Jo Ausianiun ‘uswpedaq yoleasay suopIpuod suopIpuod PUE JBAO SJ0}OB} HSII JB[NOSEAOIPIED
uonINN uewny sajoeqel(q Jo} a1yus) 0} Joa(gns 0] 108lgns pue [043u02 o1WaeIA|6 anroidwi
40 oy A1osIApY Lo IIN |euoneN Jebp3 panoiddy panoiddy S0/L/L §0/9/€2 uue wirJQg| 0} uoiedsyipow Jalp Joj [enusjod 8y | 920/20/S0/SH1
sonsnels ¥
syjel\ Jo uswyedaqg
pue auIpal\ SUOIIPUOD sajaqelp yium
|e100S pue aA)uaAaId 0} Joalgns uosawe) | ajdoad jo sisi aidiynw Buisn sajaqelp
O0dl1N jojuswypedad| S0/0L/6 | penoiddy panoiddy S0/L/L §0/9/€C ale|D| wouy usping asessip 8y} Bunewns3| 5z0/20/50/SYH1
eljeusaydesed
Bnip Buposful jo Buueys
By} pue SasnUIA 8ulog poojq 0}
uolje|al ul sinoiAeyaq st pue yjeay
Jeynbieq J18y) Buissasse pue suonejndod
OAId| S0/6/S)L | panoiddy S0/L/L G0/9/02 usydels JNI|  NAl uspply s,puejyinos buusnodsia| #z20/.0/S0/SHT
wapeyy|| elwsaeue Aouaioyap uoll yym sjusied
papuadsns uaaq uippnuIo ul Adoosopua Jamo| pue Jaddn
O0dIN [eydsoH uipaun@| Go/LL/L | perosddy | souis sey Apmis|  pauised S0/9/L §0/5/82 wejoo Jd |ew.ou e Jaye dn mojjo} Jedk-Inod | £20/90/50/SY1
obe)o jo |lendsoH uipaung SUOIIPUOD sloo|n onagelp
Aysianiun ‘esudisug pue SUIDIPaN 0] 108lgns o1U0JYo Yym sjuaijed ui (96 unessy
yoleasay Loe :00YLN A4 JO |00yog ulpsung| S0/8/S | Penociddy panoiddy S0/9/1 S0/S/¥z | mojded Ad 1a [eoidoy e o Ajejes pue Aoeow3| 2z0/90/S0/SH1
SUOIIPUOD aJed
901dsoH 0} Joalgns poa1oepy| aAneljed Ayjenb noge sisuopioeld
D0YIN Ayunwwo oBejo| 50/6/GL | panoiddy panoiddy | G0/9/L | SO/S/vE poy 4@ | Burwoyur syusned :yyesp pue s10)00Q| 120/90/50/SHT
(seiBojouyos] S174)
uofjeAouU| Jo} aJjua) upjs uewny
ABojounwiw |esodoud BuiAdnooo suonendod |eusioeq
P17 seibojouyos | pue ABojoiqooi Jo Ayipijea 66e] uyor 8y} U0 $ZD SNajn| SNIO2020JDI\
O0dIN Sing| 4 jojuswypedag| S0/6/SL | penoiddy 81 uIddu0]| paliseq S0/9/L S0/5/91 J10ss®joid Buronpoud-uioousioeq Jo ANAROY | 020/90/50/SH1
JUBWIWOD yoeoisdde
10} Jaquisaw Loe|\ 0} Juss |eo160]008-0100s e :Buipsspsealq
9|l4 ‘paynuep! elsId suopIpuod 40 uoeinp pue uojeniul
uoIsn[oxa ‘pPalinddo 0} Joalgns Kojueyg| 8y uo Bunoedwi sio}oey [eNIXaU0D
jou sey uopeynsuoy A4 G0/2/S1 | penoiddy panoiddy S0/9/1 S0/5/62 euep sIN| 4o suondaoiad s.uswom snosediwild| 610/90/50/SHT
19pJOS|p W.O0J0)ewos
UNM sjudlo jo uopeyjiqeyss
uoljewJojul uos)oIq BU} Ul PAAJOAUI S1aquIaW
O0dl1N A4 ajua) SISI| S0/9/€¢ | panoiddy jusoynsul  padsieQ S0/G/L S0/vIve 196pug spy| wes) Areudiosipiajul jo seousuadx3| 810/50/S0/SH1
SUOI}IPUOD
0} Jo9[gns uojuon salnjuap uj Buines| Aq
O0YdIN \4 [eE}IdSOH ulpaun@| S0/S/LE | panoiddy panoiddy S0/9/L so/e/6e YwelN I | psjoaye uonejnuaA st :jew) gITvA 8yL| 210/50/S0/SH1
Ainfur uiedq
SUOI}IPUOD oljewned) Buimo||o} SJUSWIUOIIAUD
0} J09lgns uqwayos lenuiA Buisn swwelboud Buiuiesy
obeyo jo Ausienun| 50/2/81 peso|o panoiddy S0/G/L S0/v/E 18yoey s SsdusleMe Ue JO uolen|eAs | G10/50/G0/SH1
yodau
uayeuapun suonesjuebio leaosdde | jo awn pauloap pamainal | paAladal | Jojebiysaul
uone}nsuon Josuodg wo4 Ayjeson jJo ajeq |je snjeyg | /pasisgap AYp | awoong | Buneap ajeq Krewnd a} [In4 Koy yo9loud




S002—00Z Moday [enuuy Sa)ILWOD SOIY}T [BUOIBAY YINOS JamoT]

9l

pJeog uyesH
joussiq obejo pue

obejQ jo Aysianun SUOIIPUOD Apnys [023u0o BsED
‘ABojooseulo 0} 109[qns uos|ip\| B :uswom snodedijinu ui uonounysAp
yiksio4 suIH ‘exeuny A4 pue souR)SqQ | G0/L1/2g | pPenoiddy panoiddy | GO/LL/L | GO/OL/LL | uoQ Jossajoid Jooy diAjed Jo Juswssassy | 8E0/L L/S0/SHT
sa|deJay} aul| puodas Jo uosedwod
SUOIIPUOD e pue swojdwAs Alojesidsal
Hun yoseasay 0} Joalgns Jolke] uiqoy paonpul asiolaxa yym syuaned
ODYIN v Aioyendsey obelo| Go/LL/8 | paroiddy panoiddy | GO/OL/L | SO/6/L2 lossajoid J0 Juswissasse aAisuayaidwod| L€0/01/S0/SH T
108loud o1d
SUOIIPUOD e :9}l| JO pUd By} }e SSaU||l [eulLWIS}
Imay euug 9o1dsoH 0} 109[gns uebnN| e yum ajdoad o} ssalisip a|qejoeliul
“UleaH NulyInos :00¥ LN Ayunwwod obejo| 90/L/6 | panoiddy panoiddy | S0/0L/L | S0/6/LC dljeleN s uo Adesay} ai1snw 4o sjoaye dyL| 9£0/01/S0/SHT
Siiype piojewnayl
SUOIIPUOD ypm sjuaned ui Ayoeded jeuorouny
AdesayjoisAyd 0} 109lqns JBuuBS Jo ainseaw e se ajyoid Ayjiqe
O0YdIN v JO [100Ydg| 90/L/91 | paroiddy panosddy | S0/0L/L | S0/6/02 jobJe|y 1| iSe} [euoisUBWIPHINW B} JO 8SN 8YL| SE0/0L/S0/SHT
SUOIIPUOD )00 ]
0} 109[gns -puowiweH pasiedw Buueay ayy
O0dl1N A4 [e}dsOH uipaun@| G0/LL/. | peoiddy panoiddy | S0/0L/L | S0/6/92 Sweelo IJ| Joj uojjeulwexs shiels [ejusWl IUIW V| $€0/01/S0/SH
QuIDIPaN SUOI}IPUOD
wes | |eo16ojoyohsd 0} J0algns ua|ni\ oonoeld aAIsusjep noge
yilesH |ejus|\ LIoeN \4 jojuswypedag| 90/L/LE | penoiddy panoiddy | S0/0L/L | S0/6/GC paeyory Q| sleuossajoud yiesy |ejusw jo AeAINS| €€0/01/50/SYHT
ayemyyesg Auoyuy aUIDIPaN uoneuwlojul Buny sanssy pappaquwa-uljered
Joss9joid :DQHLN 40 |00YDS uIpaunQ| S0/01/5z | Porciddy jusoynsul  padsieQ S0/6/1 S0/8/1€ uAjeoN 1a [eAlyose Buisn sa1pnjs JBINOSION | ZE€0/60/50/SHT
Ayjedounau |eseyduad
onjeqelp Ajjeroadsa ‘salyjedoinau
a)emyyelg Auoyuy auIpay uolew.lojul Buny |esayduad jo sisauaboyjed
J10ss9joid :DOHIN 40 [00Y2S uIpaunQ| S0/01/5z | Perciddy jusoynsul  padsieQ S0/6/1 S0/8/1€ uAjeoN 1a B} Ul [|80 UueMYOS 8y} JO djoJ dYL| L€0/60/S0/SHT
SUOI}IPUOD eaoude daa|s 8AONASAO JNOY)IM pue
ABojoisAyd 0} Jo9[gns aljsuly| UMM suewny uj uoiouny [elj@yjopus
O0YdIN jojuswypedeq| 50/zL/Lz | Porolddy panoiddy S0/6/1 §0/8/2e N dijiud 4a pue |0ju0D JejndseA0IgaIa] | 0€0/60/50/SYH
SUOIIPUOD uonounysAp jeolbojoinau
AdeltayjoisAyd 0} j08[gns aleH yum ajdoad ui Ajanoe ainseaw o}
O0dl1N A4 4O |100Y2S| G0/0L/LE | panoiddy panoiddy S0/6/1 G0/8/L1L | duuy ybio7.Q| Jejewolsed0E ¢y By} Jo AjIqeley | 620/60/50/SHT
AKiebins |eauloo
JO SWIOJ JBY)0 PUE (SISNa|IWoeIayn}s
Suol})IPUod ul Jase|) YISy 3sod pue aid
Uy 9A3 0} J09lgns ous)joy| @2inos Jybi| }oj01AeI N UE Buisn saka
1eBy 10ss8j0id -OOYHLN v ‘leydsoH uipaun@| S0/LL/y | penoiddy panoiddy S0/8/L G0/L/8 |QOV Jossejoid| Jo doeuns Jendo 8y} jo Aydelbojoud| 820/80/S0/SHT
saun(ul oipaedoypo
yum sjuaned aonoeud |essuab
saAljejuasaldal uolew.lojul pseA|iL Aeunjy| JO Juswieas) 8y uj 8Jed [ensn SnSIoA
HOBN OHd A4 UHESH Ul YINoS| S0/0L/y | panoiddy jusoynsul  passieQ S0/L/L G0/9/0€ 10s$8J0.id| IS JO [EH} PS|0JJUOD pasiwopuel V| /Z20/L0/S0/SH
yodau
uayeuapun suonesjuebio leaosdde | jo awn pauloap pamainal | paAladal | Jojebiysaul
uone}nsuon Josuodg wo4 Ayjeson jJo ajeq |je snjeyg | /pasisgap AYp | awoong | Buneap ajeq Krewnd a} [In4 Koy yo9loud




Ll

$00Z2—00Z Hoday [enuuy Sa)ILWOD SIY}T [UOIBSY YINOS Jamo]

auloIpaW [e100S pue aApuaAald

auIIpsN suolIpuod SUOI}IPUod Ined ayopeyd 10 Juswpedap ay) UIYIm SaoIAISS
[e100S pue dAnuaAaId 0} Jo9lqns 0} Joalgns 10SS9j0Id poddns paseq-awoy s yoddng
IN J0 juswpedeaqg panoiddy panoiddy 50/€/8 9)e100ssy uelalAgsald jo 10afoid uonenjeas| ado/z0/S0/SH1
Adoosouojod
1sod pue aud Juswaoe|das
obe)Q jo Aysianiun pleuo@oi pIny} se syuup suods Jo asn ay}
O0YdIN v [eydsoH uipaun@| S0/g/ | Panoiddy Soreivi MmayielN JN | BueBisaaul fely [eaiuljo pasiwopuey | AdO/10/50/SH
suonIpuod suosiad 3de@2u09 Inoj-uo-||e :sisayjsoid
0} J09(gns 10} 109dsal JlAOUBWZNY yoJe [|ny paxy yum syuejdwi
OOYLN AnysnusQ jo j0oyos panosddy 81 suIeou0) | pauseq So/¢L/L | so/LL/eL ueysng Jn yewaue.g jo Buipeo| sjelpaww|| 9¥0/ZL/S0/SH1
SuoIpuUod
0} Joalgns |eydsoH uipaun( ul suonenis ay|
O0dIN |eudsoH uipaun@| 90/1/€¢ | perciddy panoiddy | G0/ZL/L | GO/LL/OE | UBUUSTOWN S| -Jo-pus ul sjuedionted Jo spasU BYL| G10/Z)/S0/SH
suonIpuod ¢suaned
Aued Buppopn 109(01d 0} J09lgns lleddo) oljaqelp Joj aled jo Ajjenb anosdwi
yiesH enuaypn euepy sejoqelq obelo| 90/z/L | panoiddy panoiddy | So/gL/L | SO/LLIST usisiy uq s1esifal sajeqelp [euoifal od| v#0/21/S0/SYHT
pleog
yxesH Jusig obelo Ayiqerjel pue Ayoyoads
AdeltayjoisAyd SUOIIPUOD ‘AyAnisuas :Ainful ureiq eAISSNOUOD
o |o0Yyos 0} 109[qns UBAl|ING| Ul 8sn Jo} |00} Buluaalos |esibojoinau
D0YIN v ‘obey0 jo Ausionun| 90/L/LE | ponoiddy panoiddy | S0/gL/L | SO/LLLE uyor s .a [eydsoya.d e o uswdoered| €+0/21/S0/SHT
SO0
yjomieN Ajiwed ay |
ZN3
|o0yos usyo eleg
youeug obejo
‘puejeaz MaN wsiny
90IAIBS
J10}euIpI0-00 neueypn Ajlwed y3qal
neueypn Ajiwe Ajgy sseooy
{901)JO SIBUOISSILIWOYD uipaung
a%H ‘uyesH ‘uoneonp3 [eadg obejo uj uoneosydas e
1B ‘gHQ erewayepn ‘uoneonp3 jo AnsiuIy suonIpuoo suonIpuoo :spaau xa|dwod pue ybiy yym ajdoad
‘Inuie] ‘yjesH jo Ansiuip obe)Q aieoyyesH 0} 109[gns 0} j08[gns JO S181ED JO YIOM}SU [BUOIBU B 10}
‘uoneonp3 jo Ansiuiy ‘Hun soujelpoed panoiddy panoiddy | So/gL/L | SO/LL/LZ | Aeigeuuyaqg|  yosloid jojid :dnoug ssse) xadwod | Z¥0/Z1L/S0/SHT
Ainful
Aued Buppopn uapbid| uleiq ojewnel) Jaje SaWodINo Ajiwe)
YiesH enuaypn euey v a)ua) SISI| §0/21/0Z | panolddy SO/LL/L | go/oL/Ee eusz S| aunsesw o} 8|eds e jo Juswdojerad| L¥0/L1L/S0/SHT
pleog SuoIpPUod
Umksiod suiH pue yHesH Jusig obelo 0} j03[gns puejeo Apmss joiid
‘IMesa0 noxelO ‘edesiny v lendsoH uipaung| 90/L/6 | Paroiddy panoiddy | GO/LL/L | SO/OLIET ejeqieg g e sjuejul ul Ajapisuss Jojdeosioled| 010/1 L/S0/SH
suonIpuod suonIpuod
pJeog 0} 109[gns 0} J09lgns ajl4 ¢sjuaned o} juensjal
O0YLN yxesH pusig obelo panoiddy panoiddy | SO/LL/L | SO/OL/6L Jajluusr sy I Sl — duldIpaw paseq-aoudplirg| 6€0/11/50/SHT
yodau
uayeyepun suonesjuebio leroudde | jo awn pauljoap pamalAal | panledal | JojebiysaAul
uone}nsuo)n Jlosuodg wJo4 fyijeoson jo ajeq |je snjels | /passagep AYyp | awoong | Bupespy ajeq Krewng a 1Ing Koy yo00loag




S002—00Z Moday [enuuy Sa)ILWOD SOIY}T [BUOIBAY YINOS JamoT]

8l

pieog yjesH

yHOMYSY

¢pud ue 0} sueaw
e uey) ajow Ji sI — juswdojorap
oljopod :awweliboud uoniubooal

pulsIq pueyINOS| 50/8/92 | Panoiddy panoiddy G0/2/ST | Yyelogaq ssIN pue jusudojersp _m:o_ww&ohn_ ado/Z1/50/sy1
|eydsoH d1and
ulpaun( ul sanssjoeIRYyD Juaedino
KiabBapp pue juanedur A6ojosyusossebd jo
obeyQ jo Ausianiun| go/2/61 | penociddy panoiddy G0/./61 uesng| sisAjeue aAeledwod aAdadsonay | AdD/91/S0/SH1
suonIpuod
AdeiayjoisAyd 0} Joalgns peayanym ased |eolulo e Jo sisAjeue
0 |ooyds| S0/2/2Z | PesSOID panoiddy S0/L/81L elnr ssipy| - eAoadsodjal ipodal 8sed sjuspnis| Ado/S1L/S0/SYT
KanoQq uesng
nn 10SS9j0Id aseqejep aonoeld [esauab s pieog
yolessay dOOZNY| S0/9/¥C | P8sSOID panoiddy S0/9/v2 8jeo0ssy | yiesH JoMsig obelO au3 Jo Hpne uy | AdO/vL/S0/SYT
uoljoe peayIano
anadal 0} anp Ayjigeisul Japinoys
suonIpuoo Jousjue jo uondo Juswabeuew
AdeltayjoisAyd 0} j09[gns nepess SAIJBAIBSUOD B SE S9S|0I9Xd
0 |ooyds| S0/8/91L paso|D panoiddy §0/9/02 euuy s|N| uonesijiqe)s Jejndeos ajebysanul 0L | AdO/EL/S0/SH
Apnis
AdeiayjoisAyd yjws JUSpN}S B :Juswieal) uoleyjigeyal
JO |00YdS| G0/9/GL | parolddy panoiddy S0/9/51 yied sin sjuaned e Jo malral 8AloadsoeY | AdD/Z1/G0/SHT
SuldIpa
|e100S pue aA)uBAaId ualg.0 swuwesboid uonesiunwwi gZNaW
jojuswpedsq| 50/9/9 |panoiddy panoiddy S0/9/9 olueepy ay} Jo Ayjiqeidecoe sy ssesse 0 | AdO/0L/S0/SHT
lleddo) ejep |eydsoy paje|al-sajaqelp
G0/G/LE | panoiddy panoiddy S0/S/LE usisiy ua pue sajeqelp Arewwns BulyoleN| Ad0/60/50/SH1
AdeiayjoisAyd uojued yodal ased
JO |00YdS| G0/S/6C | pParolddy panoiddy §0/5/62 sawer JN| sjuspnis Adessyjoishud jo Jojpyoed| AdD/80/50/SH
anua)
uyesH uojbuILION| SO/p/6L | PoAoiddy panoiddy S0/v/6L | ueyez jeisnN Ajunwwoo ayy ut N0 | AdD/L0/50/SH1
Apnys Juapn;s
€ :juswieal) uole)l|iqeyaioinau
IIN ®4)ud) SISI| S0/9/6C | P8SOID panoiddy SO/v/y | @A8lYO sulsnr sjuaned e Jo MalAal 8AROadsOY | AdD/90/G0/SH T
Bujuoiouny |euoows s,ualpliyo ay}
obe)Q Jo AusieAun| Go/e/g)L | panoiddy panoiddy G0/e/8l | unwis Awy SN| 0} s10}08} AjiLuey JO UORNQLIUOD BY L | ADD/S0/50/SHT
aHav ym uaipjiyo
Jo Buluonouny olwapese ay) 0} slojoey
oBeyo jo Ausieniun| Go/e/gL | penoiddy panosddy S0/e/8L | Aeyed yereg| |ooyos pue Ajiwey Jo uonnquiuod 8y | | AdO/¥0/S0/SYHT
(a1eayiuLy |A1994|6)
uipaung 29|9peN NLO Jo s}oaye ‘saulwe)siyiue
‘oBe)Q jo Aysianiun 37 uep pue aulwe)sly ‘sofaInIp Jo
‘ABojooew.eyd Jainoa]| sjoaye ‘suidosie Jo s}oaYd ‘UONBIOXD
jojuswypedaq| S0/g/91L | penoiddy panoiddy S0/€/91 jueysissy dse :s|eonoe.d ABojooeweyd | AdD/E0/S0/SYHT
yodau
uayeyepun suonesjuebio leroudde | jo awn pauljoap pamalAal | panledal | JojebiysaAul
uoljejnsuon Josuodg wJog4 Ayjeson jo ajeq |3esnjeyg | /passagep AYpm | awooinQg | Bunesp ajeq Krewng apn 14 Koy y00loud




61

$00Z2—00Z Hoday [enuuy Sa)ILWOD SIY}T [UOIBSY YINOS Jamo]

[endsoH uipsun je (SOVILSN)
awolIpuAs Aieuolod ajnoe
uolneAs|e-1 S-ou Jo juswabeuew

jwejes-ly| auy Joy uedexeus Buialedal sjuaned
[eydsoH uipaun@| 0/¢1/02 | Panoiddy panoiddy §0/2L/0z weyssH JN ur syusproul Buipsa|q Jo ypne uy | AdD/0€/S0/SY
JAuejuay pue asujydiow usamiaq
uosledwod e :ejsableue paj|0iuod
S0/ZL/91 | panoiddy panoiddy S0/2L/9L nsH eolg | -juafied JO SSBUBAINBYS §S00 U0 JIPNY | AdD/62/S0/SH
SuoRIpuUod
0} j08[gns slowwis |ejidsoH uipaunq je
|eudsoH uipaun@| G0/z1L/91 | perciddy pano.ddy soreL/eL uosawe)| sainpseooid Jusjls pIojo.ed JO IpNe Uy | AdO/82/S0/SHT
SUONIPUOD Bunueys Alepe
0} Joalgns Buimoyjoy ab1eyosip Jaye sieak any
IIN [e}idsOH uipaun@| G0/zL/9L | panoiddy panoiddy so/eiiel NI BUIL| S8UIDIPSW JO UOENURUOD JO JIpNe UY | AdO/L2/G0/S¥
|e)dsoH uipaun( e uojuaAIBUI
SuoBIpuUod A1euoi09 Joy ABajess juals |elaw aleq
0} Joalgns ajuoueleno] | e snsian ABajesis juals Bupnie Bnip e
[e}idsOH uipaund| Go/L1/0€ | Paroiddy panoiddy so/eliel uodeysaald| UM pajeioosse sjsod 8y} Jo Hpne uy | Ad0/92/G0/SH 1
ABojoig |einjonns UBUUSTON
pue Awojeuy ue| Jossajoid
Jo Juswedad| Go/L1/8C | panoiddy panoiddy S0/LL/0E ojeroossy | pinjy [eulds |eiqe.ed uewny jo Apnis | AdO/52/S0/SHT
|eydsoH
uipaun( ‘yuawyuedsqg iInquan 9oInI9s Adoosopus ay}
ABojosusonse | Go/LL/8z | PasOID panoiddy S0/11/82 snbuy| jo siskjeue wejul saulel} pasodoid| AdO/r2/S0/SHT
weyeio sjuapnjs |ooyos Alepuodas
oBeyQ jo Ausieniun | Go/0L /e | peroiddy panoiddy S0/0L/vT ueyyeuor ur uondwinsuod yuup Aiebng| ado/ez/S0/Sy
SUOIIPUOD Apnis
03 J08[gns pJemumoq| juspnis e :yjeay [ejusw o} sapnype
AuO uipaun@| G0/01/92 | Panoiddy panoiddy S0/0L/vC ab10e9 Ajunwwoo yusuno Buissessy| Ad0/2z/S0/SHT
SUOIIPUOD
obejQ jo Aysianun 0} j09[gns oua)o Bulusalosojoyd Aq
‘ABojowleyydo| G0/g1/91L | peroiddy panoiddy G0/8/vc |90V 10SS8j0id| S}ORIEIED JO UONEN|EAS BAIDRIAO BYL | AdD/12/S0/SH T
eaoude daa|s aA}oN1SqoO JO
Adesayjoishyq Jauupis| Juswebeuew ayy ut Adesayy dydou
40 |00Y2S| G0/0L/€Z | Panoiddy panoiddy 50/8/72 job1ey IQ snsiaA uopisod deajs pajjouod | AdD/02/S0/SH 1
KanoQ SpJodal y}leay dluoJjos|e
G0/8/6 | panoiddy panoiddy S0/8/Y uesng sip Buiuiw Aq Bunopuow esessiq| AdO/61/50/SHT
SUOIIPUOD
0} Joalgns uoja|buig juswabeuew pue sisoubelp
|eydsoH ueisuna| S0/8/LL paso|D pano.ddy S0/8/1 Aeuny JN|  [enuaiayip :ayoepesy oluabodlAle) | AdO/81L/S0/SH T
yodau
uayepapun suonesiuebio leaosdde | jo awp pauipap PamalAal | paAladal | JojeBisanul
uope)nsuo) Josuodg wio4 Ayeson jo ajeq |3je snjeyg | /paisayep AYpm | swoang | Bupesy ajeq Krewnd ayy In4d Koy yoafoud




Appendix 2: Lower South Regional Ethics
Committee Terms of Reference

Public authority of the Lower South Regional Ethics Committee

The Lower South Regional Ethics Committee (Lower South REC) was established as a
Ministerial committee under section 11 of the New Zealand Public Health and Disability Act
2000. These Terms of Reference outline the role and functions of the Lower South REC.

Authority of the Lower South Regional Ethics Committee

The Lower South REC shall have responsibility for ethics committee review of health and
disability research and innovative practice occurring in the following District Health Board
regions:

. Otago

. Southland.

The Lower South REC is responsible for any health and disability research that is currently
being undertaken in the above DHB regions, provided that such research has previously
been given ethical approval by an approved regional ethics committee.

Relation to the Operational Standard for Health and Disability
Ethics Committees

These Terms of Reference have precedence over the Operational Standard for Health and
Disability Ethics Committees (Operational Standard) on any point of conflict, but otherwise,
the Operational Standard applies to the Lower South REC.

Relations with other public sector organisations

The Lower South REC shall liaise with other relevant ethics committees on matters of
common interest, such as jurisdiction over borderline cases. The Lower South REC shall
inform the Ministry of Health and the National Ethics Advisory Committee of any matters that
arise in its operation that potentially have policy significance.
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Approval of the Lower South Regional Ethics Committee

The Lower South REC has to be approved for the purposes outlined in the following
enactments:

. The Injury Prevention, Rehabilitation, and Compensation Act 2001
. The Health Research Council Act 1990
. The Health Information Privacy Code 1994.

Role of the Lower South Regional Ethics Committee

The primary role of the Lower South REC is to provide independent ethical review of health
research and innovative practice that will be conducted in its region of authority to safeguard
the rights, health and wellbeing of consumers and research participants and, in particular,
those persons with diminished autonomy. In order to do this, the Lower South REC shall:

i. foster an awareness of ethical principles and practices in the health and disability
sector and research community

i facilitate excellence in health research and innovative practice for the wellbeing of
society

iii. collaborate with researchers to ensure the interests, rights, dignity, welfare, health and
wellbeing of participants and consumers are protected

iv.  give due consideration to community views

V. consistent with section 4 of the New Zealand Public Health and Disability Act 2000 and
He Korowai Oranga, recognise and respect the principles of the Treaty of Waitangi

vi.  operate in accordance with the Operational Standard for Health and Disability Ethics
Committees

vii.  operate in accordance with any guidance issued or approved by the Minister of Health.

Composition and membership

Guiding principle

The primary guiding principle for appointing members to the Lower South REC is to ensure
that the Lower South REC has the appropriate expertise, skills, knowledge and perspectives
to conduct ethical review of the best quality.

Member numbers

The number of members of the Lower South REC should be 12.
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Lay/non-lay membership

One half of the total membership shall be lay members, including a lay Chairperson and a
non-lay Deputy Chairperson. A lay person is a person who is not;

. currently, nor has recently been, a registered health practitioner (for example, a doctor,
nurse, midwife, dentist, pharmacist)

. involved in conducting health or disability research or who is employed by a health
agency and who is in a sector of that agency that undertakes health research

. construed by virtue of employment, profession or relationship to have a potential
conflict or professional bias in a majority of protocols reviewed.

Member categories

The Lower South REC’s lay membership shall include:
. an ethicist

. a lawyer

. consumer perspectives

. community perspectives.

The Lower South REC’s non-lay members shall include:
. two health researchers

. a pharmacist or pharmacologist

. a biostatistician

. two health practitioners.

Whole committee requirements

At any time, consistent with the requirements of the New Zealand Public Health and
Disability Act requirements for District Health Boards, the Lower South REC shall have at
least two Maori members. Maori members should have a recognised awareness of te reo
Maori and an understanding of tikanga Maori. All members of the Lower South REC are
expected to have an understanding of how the health sector responds to Maori issues and
their application to ethical review.

The Lower South REC’s membership should include expertise in the main kinds of health
and disability research (for example, interventional, observational, kaupapa Maori, and social
research) and in both quantitative and qualitative research methods.

Members should possess an attitude that is accepting of the values of other professions and

community perspectives, and it is important for the Lower South REC to be comprised of
people from a range of backgrounds and ethnicities.
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Despite being drawn from groups identified with particular interests or responsibilities in
connection with health and community issues, Lower South REC committee members are
not in any way the representatives of those groups. They are appointed in their own right, to
participate in the work of the Lower South REC as equal individuals of sound judgement,
relevant experience and adequate training in ethical review.

Terms and conditions of appointment

Members of the Lower South REC are appointed by the Minister of Health, pursuant to
section 11 of the New Zealand Public Health and Disability Act 2000, for a term of office of
up to three years. The terms of office of members of the Lower South REC shall be
staggered to ensure continuity of membership. Members may be reappointed from time to
time. No member may hold office for more than six consecutive years. After serving the
maximum six-year term, members shall not be considered for reappointment to any Health
Research Council (HRC)-approved ethics committee until at least three years after their
retirement from the Lower South REC.

Persons who have served six consecutive years on any Health Research Council (HRC)-
approved ethics committee shall not be immediately eligible for appointment to the Lower
South REC. Those persons shall not be eligible for appointment to the Lower South REC
until at least three years after their retirement from any HRC-approved ethics committee.
Persons who have served less than six years on any HRC-approved committee will be
eligible to be appointed to the Lower South REC for a term that is equal to the difference of
six years and the term already served by that person on any HRC-approved ethics
committee, or a shorter period.

A person may not be a member of the Lower South REC and National Ethics Advisory
Committee or the Health Research Council Ethics Committee simultaneously.

Unless a person sooner vacates their office, every appointed member of the Lower South
REC shall continue in office until their successor comes into office. Any member of the
Lower South REC may at any time resign as a member by advising the Minister of Health in
writing.

Any member of the Lower South REC may at any time be removed from office by the
Minister of Health for inability to perform the functions of office, bankruptcy, neglect of duty or
misconduct, proved to the satisfaction of the Minister.

The Minister may from time to time alter or reconstitute the Lower South REC or discharge

any member of the Lower South REC or appoint new members to the Lower South REC for
the purpose of decreasing or increasing the membership or filling any vacancies.
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Chairperson and Deputy Chairperson

The Minister shall appoint a member of the Lower South REC to be its Chairperson. The
terms and conditions of appointment for members of the Lower South REC also apply to the
person appointed as Chairperson. The Chairperson shall preside at every meeting of the
Lower South REC at which they are present.

The Lower South REC shall appoint a non-lay member as Deputy Chairperson.

The Chairperson and Deputy Chairperson may act with the delegated authority of the Lower
South REC between meetings.

Duties and responsibilities of a member

This section sets out the duties and responsibilities generally expected of a person appointed
as a member of the Lower South REC. This is intended to aid Lower South REC members
by providing them with a common set of principles for appropriate conduct and behaviour.

General

Lower South REC members should have a commitment to protecting the interests of human
participants while promoting and facilitating excellence in research and innovative practice.

There is an expectation that Lower South REC members will make every effort to attend all
Lower South REC meetings and devote sufficient time to become familiar with the affairs of
the Lower South REC and the wider environment within which it operates.

Members have a duty to act responsibly with regard to the effective and efficient
administration of the Lower South REC and the use of Lower South REC funds.

Conflicts of interest

Lower South REC members should perform their functions in good faith, honestly and
impartially and avoid situations that might compromise their integrity or otherwise lead to
conflicts of interest. Proper observation of these principles will protect the Lower South REC
and its members and will ensure it retains public confidence.

Lower South REC members attend meetings and undertake Lower South REC activities as
independent persons responsible to the Lower South REC as a whole. Members are not
appointed as representatives of professional organisations or particular community bodies.
The Lower South REC should not, therefore, assume that a particular group’s interests have
been taken into account because a Lower South REC member is associated with this group.
Members should declare, and the committee regularly review, their actual and potential
conflicts of interest.
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When Lower South REC members believe they have a conflict of interest on a subject that
will prevent them from reaching an impartial decision or from undertaking an activity
consistent with the Lower South REC’s functions, they should declare that conflict of interest
and withdraw themselves from the discussion and/or activity.

A member of the Lower South REC who has a proposal before the Lower South REC or who
has an involvement in the proposal, such as a supervisory role, shall not take part in the
Lower South REC’s assessment of that proposal. The member may be present to answer
questions about a proposal but should take no part in the discussion surrounding the
consideration of the proposal or any decision relating to the proposal. This will allow
proposals to be considered in a free and frank manner. The Lower South REC must exhibit
transparency in avoiding or managing any real or perceived conflict of interest.

Confidentiality and information sharing

Agendas and minutes of all Lower South REC meetings should be available to the public.
Copies of proposals should be available to individuals outside the Lower South REC, subject
to deletions in accordance with the Official Information Act 1982 and any deletions necessary
to protect the privacy of individual persons. If an applicant would like their proposal to remain
confidential, they must give reasons, consistent with the Official Information Act 1982, to
satisfy the Lower South REC that the proposal should remain confidential. The reasons for
keeping a proposal confidential are subject to review by the Ombudsmen.

It is desirable for the members of the Lower South REC to have an opportunity to discuss
issues arising from applications with key contacts and support people prior to the
consideration of proposals. This process should be encouraged. However, due to the need
to protect any personal information, names or identifying details should not be circulated or
made known outside the Lower South REC. The Lower South REC will need to consider the
Privacy Act 1993 and the Health Information Privacy Code 1994 in developing these
processes.

Within the Lower South REC, members with particular community expertise should be
consulted and provide advice on the appropriate consultative process for all ethical issues
concerning particular communities of interest.

Committee meetings

Meetings of the Lower South REC shall be held monthly or less frequently, as determined by
the workload.

At any meeting, a quorum shall consist of at least seven members or the minimum number
constituting a majority. The quorum must include a reasonable representation of members
with health practitioner, research, ethical and community/consumer expertise, knowledge
and perspectives.
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As part of the accountability to the public they protect, it is desirable for the meetings of the
Lower South REC to be open to the public. Meetings of the Lower South REC should
therefore be:

i. open meetings for the discussion of broad issues, particularly if the Lower South REC
is reviewing health research

ii. closed meetings when necessary to ensure the privacy and confidentiality of
participants

iii. closed meetings when applicants provide good and sufficient reasons for this to occur,
and the minutes of the meeting should reflect these reasons.

Information about the dates and times of committee meetings should be made available to
the public.

Applicants may attend meetings in person or by teleconference to talk to their proposal and
answer any questions the Lower South REC may have. Attendance is not mandatory. The
Lower South REC should advise applicants that they may be asked to leave the meeting
while the Lower South REC considers the proposal.

Subiject to the provisions set out in this document, the Lower South REC may regulate its
own procedures.

Decision-making process

Wherever possible, the Lower South REC should determine matters by consensus decision.
Where a consensus cannot be reached, a vote shall apply, with a two-thirds majority of those
voting required for any decisions, and the Chairperson having a casting vote.

In relation to research involving Maori, it is important that Maori expertise be available to
ensure that all issues are appropriately considered. Where it is not possible for Maori
members to attend a Lower South REC meeting or for those members views to be sought
and represented at the meeting, the matter should be deferred.

On occasion, individual members may wish to abstain from some or all of the decision-
making process because of strong personal moral or religious reasons. Such abstentions
shall not affect the approval process.

Ethics committee actions

For each application it reviews, the Lower South REC must state to its applicant whether its
action is to Approve, Approve subject to conditions, Defer, or Decline that application. It
must state its grounds for any action to Defer or Decline. For any action to approve subject
to conditions, the Lower South REC must specify the conditions, the grounds for these
conditions and its process for assessing whether these conditions are subsequently met. In
all cases, the Lower South REC must state which matters its action is based upon and which
are instead matters of comment, information or advice to its applicant.
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Expert advice and consultation

Members may wish to consult on ethical issues with, for example, individuals, groups, iwi and
hap, and this should be encouraged and supported. Consultation should be carried out in a
timely manner.

Where the Chairperson or a quorum of Lower South REC members believes there is
insufficient expertise on the Lower South REC to assess an application or an issue, the
committee should seek additional expert advice.

Advice may be sought from recognised experts with:

i specialist knowledge in particular fields of science and medicine

ii. knowledge of the experiences and perspectives of people with disabilities
iii. awareness of gender health perspectives

iv. consumer and/or research participant perspectives

V. an understanding of community health issues

Vi. an understanding of relevant cultural perspectives

Vii. an understanding of developing M(Jori research methodologies
Viii. expertise in te reo MU ori

iX. expertise in ethical theory.

It should be noted that the above list gives examples, without restricting the range, of
external expertise that may be sought.

Where external consultation has taken place or advice has been sought, this should be
documented, and recorded where appropriate in the Lower South REC’s decision on a
proposal.

Second opinions and appeals

At any stage in its deliberations, the Lower South REC may seek a second opinion from the
Health Research Council Ethics Committee, in accordance with the Operational Standard.

The decisions of the Lower South REC may be appealed to the Standing Committee on
Appeals convened by the National Ethics Advisory Committee, in accordance with the Terms
of Reference of the National Ethics Advisory Committee and any guidance promulgated by
the Standing Committee on the appeals process.

Training for members

Training should be provided for new members and chairpersons within six months of
appointment to the Lower South REC.

Lower South Regional Ethics Committee Annual Report 2004—2005 27



Reporting requirements

The following provides a checklist of requirements for annual reporting. Annual reports
should be submitted to the Minister of Health and will be tabled by the Minister of Health in
the House of Representatives.

The annual report shall include information on the membership of the Lower South REC,
including any change in the Lower South REC’s membership or other substantive changes
the Lower South REC or its chairperson feels should be noted.

The annual report shall also include a list of the national and multi-region research and
innovative practice protocols reviewed in the preceding year outlining the following details:

i. Research title

i. Principal investigator

iii. Institutions where the research is to be/has been undertaken

iv.  Date of first review

v. Date of final outcome

vi.  Outcome (which will be one of: approved, approved with conditions, deferred, declined)
vi.  For each protocol deferred or declined, the reason(s) for the decision.

The annual report shall also include:

i. A list of training undertaken by Lower South REC members, and a statement on
processes for orientation and training of new Lower South REC members should be
included.

ii. A list of complaints received by the Lower South REC (if any), the actions taken to
resolve the complaint(s) and a comment on the outcome of the complaint(s).

iii.  Any areas of review that caused difficulty for the Lower South REC in making a
decision on any particular protocol(s), and any questions on policy or other matters the
Lower South REC referred to the National Ethics Advisory Committee or the Health
Research Council Ethics Committee for comment or guidance.

In compiling annual reports, the Lower South REC should take care not to provide
information that would involve a breach of the Privacy Act 1993 and/or the Health Information
Privacy Code 1994.

Fees and allowances

Members of the Lower South REC are entitled to be paid fees for attendance at meetings.
The level of attendance fees are set in accordance with the State Services Commission’s
framework for fees for statutory bodies.
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The Chairperson shall receive an attendance fee of $330 per day (plus half a day’s
preparation fee). The attendance fee for members is set at $250 per day (plus half a day’s
preparation fee). The Chairperson and Deputy Chairperson shall receive an allowance of up
to one extra day each per month to cover additional work undertaken under the delegated
authority of the Lower South REC by the Chairperson and Deputy Chairperson. The Ministry
of Health shall pay actual and reasonable travel and accommodation expenses of the Lower
South REC members.

Servicing of the Lower South Regional Ethics Committee

The Ministry of Health shall employ staff and provide resources to service, advise and
administer the Lower South REC out of the allocated budget for ethics committees.
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