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With this letter we, the ASAS (Assessments in Ankylosing Spondylitis) working group, 
would like to express our interest in taking a lead in coordinating a critical appraisal of 
the science related to AS in answer to your request to assist in the development of a 
guidance for industry on issues related to drugs, biological products, and devices for the 
treatment of AS and related disorders in Federal Register, ~0166, no 9$ May 21, 2001, 
notices. 

The ASAS working group comprises epidemiologists, rheumatologists, and 
representatives of patient groups an@ industry with a special interest in the research of 
AS and related disorders. Many of them are opinion leaders in this field. The ASAS 
working group represents more than 20 countries. ASAS has started in 1995, organises 
regular meetings and workshops (at least twice a year), and conducts research, mainly in 
the field of outcome assessment in AS. As a result of these efforts core sets for the 
assessment of disease activity and outcome in various situations have been developed In 
addition to this, response criteria based on a statistical dataLdriven approach have been 
proposed. At the moment, these response criteria are being tested against the “expert 
judgement” making use of a Delphi exercise. Publications in relation to the research 
performed, as well as a summary of the ongoing research agenda is attached to this 
letter. We would like to mention that Jennifer Anderson, Boston, has been deeply 
involved in the development of the ASAS set of responder criteria and that she could be 
of great value in participating at this process. 

Taking into account the members of the ASAS working group and the scope of the 
research performed by&is group, we would be hafipy to collaborate in the development 
of a guidance document including the critical appraisal that is needed for that purpose. 
We also would like to participate in a public meeting permitting to discuss selected 
relevant questions. 
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On behalf of all ASAS working group members (a list of the members is enclosed), 

The steering committee, 

Prof. N. Bellamy, Brisbane, Australia 

Dr. A. Calin, Bath, UK 

Prof. M. Dougados, Paris, France 

Prof. D. van der Heijde, Maastricht, the Netherlands 

Prof. A. Khan, Cleveland, USA 

Prof. Sj van der Linden, Maastricht, the Netherlands 

Prof. D. van der Heijde 
Department of Internal Medicine 
Division of Rheumatology 
University Hospital Maastricht 
PO Box 5800 
6202 AZ Maastricht 
The Netherlands 
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Delphi exercise to compare expert judgments with ASAS preliminary 
response criteria 
Performance of response criteria in trials with biological agents 
Additional value of CRP above ESR 
Severity of morning stiffness of the spine compared to duration of morning 
stiffness 
Various scoring methods of X-rays 
MEU of the spine as an outcome measure for disease activity and severity 
BASDAI 
BASMI ’ 
Co-calibration of BASFI and Dougados FI 
Validation of QoL instruments in AS 
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Ewa Stanislawska-Biernat MD, PhD 
Prof. ass. 
Rheumatology Clinic 
Enstitute of Rheumatology 
02-637 Warsaw 
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Warsaw, 013.07.2001. 

Dockets Management Branch (HFA-305) 
: Food and Drug Administration 

5630 Fishers Lane, rm. 1061 
Rockville 
MD 20857 . 

Dear Sir, 

With this letter I, 
my support to the 

being a member of the ASAS working group, would like to express 
initiative of the ASAS working group in taking a lead in coordinating _. . 

a critical appraisal of the science related to AS, This initiative refers to the request of the FDA 
to assist in the development of a guidance for industry on issues reIated to drugs, bioIogical 
products, and devices for the treatment of AS and related disorders. 

Yours sincerely, 

TOTQL P.02 : 

05/07 '01 DON 12:42 ITX/RX NR 60561 5002 / 
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. . With this letter I, being a member of the ASAS working group, would like to express :i 
:. x’ ... .:: . ) my support to the initiative of the ASAS working group in taking a lead in coordinating 

a critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues related to drugs, 
biological products, and devices for the treatment of AS and related disorders. 

:i . . With this letter I, being a member of the ASAS working group, would like to express 
:. x’ ... .:: . ) my support to the initiative of the ASAS working group in taking a lead in coordinating 

a critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues related to drugs, 
biological products, and devices for the treatment of AS and related disorders. 

_.3._i 1. ., _ “.,,, ,,_r. 
,. Yours sincerely, sincerely, 
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With this letter & being a member of the ASAS working would like to express my support to the 
initiative of the ASAS working group in taking a Icad in a c3itical appraisal &the science 
related to AS. This inifiative refers to the request of the 
for industry on issues related to drugs, biological products, and 
disorders. I 
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.i Dear Sir, 

.: ,’ 
With this letter I, being a member of the ASAS working group, would lie to express my 
support to the initiative of the ASAS working group in taking a lead in coordinating a 
critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues related to drugs, 
biological products, and devices for the treatment of AS and related disorders. 

Yours sincerely, 



4 
KENNE‘MEi GASTHUIS 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, rm. 1061 
Rockville 
MD 20857 
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Dear Sir, 

With this letter I, being a member of the ASAS working group, would like to express my 
support to the initiative of the ASAS working group in taking a lead in coordinating a 
critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues related to drugs, 
biological products, and devices for the treatment of AS and related disorders. 

Yours sincerely, 

dr. A. Linssen 
reumatoloog 
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Zeeweg 168,197l HG IJmuiden 8 
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Dear Sir, 
t 

With this letter I, being a member of the ASAS working group, would Iike to express 
my support to the initiative of the ASAS working group in taking a lead in 
coordinating a critical appraisal of the science related to AS. This initiative refers to 
the request of the FDA to ass& in the development of a guidance for industry on 
issues related to drugs, biological products, and devices for the treatment of AS and 
related disorders. 

MD, J?hD, Associate professor in Rheumatology 
Department of Medicine, KaroIinska Institute and 
Rivision of Clinical Trials 
Medical Products Agency 
s-751 03 uppsala 
Sweden 

Postpdm~W Postal adda 
Box 26 
4-75103 uPP5Al-A 
SWEDEN 

Tewblc 
018-174600 
Ollt/cllrea 
ma-174..... 

m 
788056-o 
Bank@ 
58256785 
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WHO Collaborating Cent 
Community-based Epidemiology, 

and Treatment of Rheumatic Disease, 
Seroia Rheumatic Center (SRC) 

John Darmawan, MD, PhD, FACR: Director 

Member, WHO Expert Committee on Rheumatic Disease, Geneva; Switzerland 

Medic 

Email: jd13 IO35@hotmaXcom 

July 23,2001 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, r-m. 1061 
Rockville 
MD 20857 i 9-7-O 1 

Dear Sir, 

With this letter I, being a member of the ASAS working group, would like to express my 
support to the initiative of the ASAS working group in taking a lead in coordinating a critical 
appraisal of the science related to AS. This initiative refers to the request of the FDA to assist 
in the development of a guidance for industry on issues related to drugs, biological products, 
and devices for the treatment of AS and related disorders. 

Director, Seroja Rheumatic Cente<:_ -- 



PO BOX 179 . MAYFIELD . EAST SUSSEX * TN20 6ZL 

Website: w.nass.co.uk - e-mail: nass@nass.co.uk 

Tel: 01435 873527 Fax: 0 1435 873027 

CD 
Ln 
W 
w 

Dockets Management Branch (I-PA-305) 
Food and Drug Administration 
5630 Fishers Lane, rm. 106 1 
Rockville -w 
MD 20857 

Dear Sir, 

4 

With this letter I, being a member of the ASAS working group, would like to express 
my support to the initiative of the ASAS working group in taking a lead in coordinating 
a critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues related to drugs, 
biological products, and de&es for the treatment of AS and related disorders. 
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June 29,2OOl ’ 

Dockets Management Branch (KFA-305) 
Food and Drug Administration 
5630 Fishers Lane, rm. 1061 
Roc&ville, MD 20857 

Dear Sir, 

As a member of the ASAS working group, I would like to express my 
support to the initiative of the ASAS working group in ,takbg a lead in 
coordinating a crit.icaI appraisal. of the science related to AS. This initiative 
refkm to the request of the FDA to assist in the development of a guidance 
for industry on issues related to drugs, biological products, axed devices for 
the treatment of AS and related disorders. 

Executive Director 

14527 Ventura Boulevard l Suite 222 * Sherman Oaks s California 91403 * ($16) 981-1616 - Fax (818) 951-9826 
w*spondyhtis.org - e-mail: info@spondyMs.org 
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wkhthi~ letter I, being a member of the ASAS wdcing group, would liie to express my 
support to the initiative of the ASAS working group in taking a lead in coordii a 

FDA to assist in the developmerrt of a guiW &r industry on issues *At& to dW& 
biological p-oducts, and devices for the tre&m@ of AS and related &orders. 
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Food and Drug Administration 
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Dear Sir, 

With this letter I, being a member of the ASAS working group, would like to express 
my support to the initiative of the ASAS working group in taking a lead in coordinating 
a critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues related to drugs, 
biological products, and devices for the treatment of AS and related disorders. 

Yours sincerely, 

,*.- 

Mariatta Leirisalo-Repo, MD 
Professor of Rheumatology 
Helsinki Universitv Central Hospital 
Department of Medicine 
Di.vision of Rheumatolow 
PO BOX 263 
FIN-00020 HUS 
Finland 

h 
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Dear Sir ’ 

With this letter I, being a member of the ASAS working group, would like to express my 
support to the initiative of the ASAS working group in taking a lead in coordinating a critical 
appraisal of the science related to AS, This initiative refers to the request of the FDA to 
assist in the development of a guidance for industry on issues related to drugs, biological 
products, and devi es for the treatment of AS and related disorders. 

ii 

INVESTOR IN PEOPLE 
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June 25,200l 

Rockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Kockville, MD 20857 
USA 

Dear Sir: 

As a member of the ASAS working group, I would like to express my support of the 
initiative of this group in taking a lead in coordinating a critical appraisal of the 
science related to ankylosing spondyiitis. This initiative specifically refers to the 
request of the FDA to assist in the development of guidance for industry on issues 
related to drugs, biological products, and devices for the treatment of AS and 
related disorders. 

your2w 

AS. Russell, F.R.C.P.(C) ’ 

ASRljs 

b L=e, 

Depattment of Mediciae 
Division of Rheumatology/Clinical Immunology 

26/06 '01 DIN 17:20 [TX/RX NR 58561 @JO02 
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2190 2001-06-26 

Dear Sir, 

with this letter I, :being+‘a ‘member of the, ASAS working group, would like to express my 
support to the rnttiative of the ASAS working group in taking a lead in coordinating a 
critical appraisal of the science related to AS. This initiative refers to the request of the 
FDA to desist in the development of a guidance for industry on issues related to drugs, 
biological products, and devices for the treatment of AS and related disorders. c 

. 
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Dockets Maaagement l3ramb (HF’A-305) 
FoodandDrugAdmh&tration 
5630 Fishers Lane, nn. 1061 
Rockville 
MD20857 g-7-01 

Dear sir, 

With this letter I, being a member of the ASAS working group, would Iike 
to express my support to the initiative of the ASAS wor$ing g&p in taking 
a lead in coordinating a critical appraisal of the schzzxe related to AS, This 
initiative mfm to the request of the FDA to assist in the development of a 
guidance for industry on hues related to drugs, biological products, and 
devia for h treatment of AS aqi rehted disorders. 

Yours sincerely, 
@Kf 

Dr. Sbdoc Erdw. b&I. PhD. 
Scientifiiic Director 
Institute 0fRhemnatology 
Kashinkove Shosse 34A 
115522, Mosww. Russia ,- 
TeWax: t7(095’) 114-4486 
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Food and Drug Administration 
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With this letter I, being a member of the ASAS working group, would like to express 
my support to the initiative of the ASAS working group in faking a lead in coordinating 
a critical appraisal of the science related to AS. This initiative refers to the request of 
the FDA to assist in the development of a guidance for industry on issues related to 
drugs, biological products, and devices for the treatment of AS and related disorders. 

Yours shxrely, 

-- 
Uf+msit&tsSpftd ZflriCh 
Prof. Dr. rm?tl. EL A. Michd 
Dir&tor Rheumaklinik 
Glarlastras5e 25 
CH-8091 Mrich 

25/06 '01 MAA 16:06 [TX/RX NR 58301 @JO01 
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Dockers Management ‘Branch (HPA-305) 
Food and Drug Administration 
5630 Fishers Lane, rtn. 106 I 
Kockville 
MD 20857 il 

Dear Sir, 

THE UNIVEZRSITYOFQUEENSLAND 

D 
N 

With this letter T, being a member of the ASAS working group, wauld like to express W 
my support to the initiative of the ASAS working group in taking a read in coordinatinz 
a cridcal appraisal of the science related to AS. ‘lhis initiative refers to the request of the 
FDA to assist in the development of a guidance for industry on issues reIated lo drugs, 
biological products, and devices for the tre&rnent of AS and related disorders. 

Yours sincerely, 
?’ 

it 

,4 I 
!’ 
! 
: 

1 




