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1. Background
A contract research org_anization ntasler file (CROMF) is a clootresearch organization. tlnol .ur,ui,,i,,g specific a,cr ra.tLrai-,;;,;;1,#.l,rrr*,.1,,:r..,l3 HIT,"Jconduct of clinical stttdies u' 

',*Lt 
u, itrJtnnory'r*, or'ro,nfl"r'nrcr. r"erated operati.,s (incrLr<lingclinical trials' clinical clata 

'nanag.nr.na'lrnn,riacoki,etics"oni riutirti..r a,ar1,5r5 and r:egurator,vaffairs) carried out at tlrer.,r,,t Ji;,..'ir"i,,r ron.,. of tl,"-il;;;, referrecr to bercx* are carriedo't at the site, the master lire 1MF) ,rr.,t, io t. presented onlj, for those operations.
In a case rvhere a CRO is responsible for activities pertairring on11, 16 bio arrahtical proc:cclLrres.
ffli"T?;'",",,',ffi,,j:JfficRoMi';-;,,i* tn thc'se ihoLrrcr t,.',i.r.rio.rr. orher sections n,.r,be

where a cRo performs variotts activities" separate sections could be preparecr 1.or.t6e crifferentunits, e'g' clinical pharmacologl, ,,;i;;;) anct bio analr,tical ilir"*r".n (BAL).
A cRoMF'pro'ides infomatio, on the policies, approach ancr generar activities of a cRo.It is.ottrial-specific as triar-specific cjata ur. irur.,in.ai; 

";" 
il;,ir"lorri.r. Ir serves as serrer.ar

inforrnarion ro reguratorr or,r-".nn'i.1;;o cruring p;p;;;;n tbr. inspecrions b1, ,"gi,rutoryInspectors in addition to.the trial-s1'..'ifi. Jotn a,cl iirfirrrnatio,,-irtrrrittert Ibr.assessnrent. rt arsc.,
i#;il,""1,T,;[Jji[.},, m ;,tr;l*:;l i:rum;i#:.i*i;::,,*.,,..s (c c p, g..c,

A cRoMF should be submitted to the ttatiortal medici,es reguratorr authority (N1\IRA) *,rrere
,TflX ffi , il,-fi I II:'.,: i'* l'.,,Jl,",,', :ffi : fmf ,x;;,Ti:{l 

iffl, i b, e n o, .;dr i s n'+ p, g.,

ilXJl::fffi[?Nl"'fi] :1,::'i'3''t*d 
* rrerr req,esre(r b,r trrr: NMRA. c,r ir sigrri{ica,r changes

2. General information
2'l Name and exact adcrress o1' the cRo, inclLrcring terephone. fhx,24-hoLrr telephone numbers ura ._n*liiaar.rr;
2'2 Sho.t description of the CRo (inclLrcring size. r.calior. ,unrber ofheds, la1..oLrt ancl plan. o..o, roll'rrr,r,ir'i,r! ,"rrpr.s a,d *,aste)
2'3 Activiiies as lice,sed/authorized by the natio,ar art,oritv
2.4 Inspections and approvals

2.4.1 inspections/approvals/accreclitatiorrs 
b1, anl,regulator.\,agency

2.1.2 Audits of subcontract<irs
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2.6

1,'pe o1'stLrcries (and incricatirrrs. u,rrere appr-,priate) perfb.nrecr on

;[ii:I1ffffi:"m;Xffi#,d 
;ffi#,ffi.,2.6.1 Number of emp
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",utrrl*r r.JJ,i*1. X-ra,r, fircilities ancl

2 7) Services outsourceJls:b::.8.{i,"Im,rr terria^ tit ,,*ii.,?o;?;1,r1,_ orrrredicaremelgencies' arnbtrlance fhcilitl'- nutrition. biomeclical *,.ste, che,rical ,"vaste. cater.ers.pest control and pathologl laboratorv 
rr.rrrv, v,
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4. Personnel
(A brief description can be presented in tabular format)
4'l Qualifications' experience and respo'sibirities of key personner as appricatrre4.1.1 project manager

4.1.2 principal invesrigator

4.1.3 analytical investigator

4.1 .4 biostatistician

4.1 .5 clinical research associates

4.1.6 data manage
4.1.7 nronitor

4.1.8 the stucly clirector{s)

4.1.9 person responsible for qualitl, asslrrance
1.2 Training of personnel:

4.2.1 training pcilicy and proceclLrre (brief description)
4.2,2 training recorcls

5. Ethics committee
5.1 Constitution and relation to CRO
5.2 Procedures inclucting review and approval of protocols

6. Computer systems
(Short description)

6.1 Hardware

6'2 softwa* (and version. 
.number) . used (e.g. in lh. bioanaryticar raboratory,pharmacokinetic and statisticar urulyrir) and change contror procecrure6'3 

ffJ:, [ffi.-":,ff:|r'il::]],{irrctude 
a prccedurat now ctrart and a brief description

6.4. Security procedures

6'5 Electronic exchange of co,ficrentiar information
6.6 Brief desuiption of i,alidation programme
6.7 Back-Lrp and storage of electr.onic clata

I l'l

of

7.

/.1

7.2

Equipment and instruments
Brief description of rnajor equi

Qualification, maintenance and
systems

CONTROLLED COPY

i

Issuedby: 
6 Issuedate: q.T.t<



8. Documentation
8.I Briefly describe clocument management systenrs

8'2 Project u'ork flow incrudirrg quaritl, asslrrance arrd co,tror process
8.3 Preparation of protocols

8'4 Preparatiori of informed consent forms and srtrject information forms
8.5 Preparation of report forms

8.6 Preparation of final report

9. Safety monitoring
( Brief description)

Adverse drug reaction reporting procedure

Provisions made for emergencies, inclucling protocols arrcl equipnrent available

10. lnvestigationat medicinat products and comparator products
(Brief descriprion)

10.1 Acquisition, storage, hanclline. sarnpling ancl clisposal

10,2 Pharmacy and clispensing

11. Pathology
I l.l Biological sample collection ancl storage

11.2 Handling ancl analysis of biological samples

12. Bioanalytical laboratory
(Brief descriptiorr)

12.1 Method developnrent and validation

12'2 Reference standard materials usecl for preparation ol'calibration standards and quality
control samples

12'3 Biological matrix storage, ancr rranciling of rnatrix sampres

12.4 Analysis of unknown samples
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12.5 Preparation and labeling of reagents

12.6 Storage of samples

I 2.7 Stability procedures

I2.8 Waste management

13. Biostatistics
l3.l Data processirrg and analysis

13,2 Data management

14. Study volunteers
14.1 Procedurc fbr recruitnrent

14.2 collectirrg inforrnation on volunteers (e.g. databank), ivhile
confi dentiaIitv is maintairred

14.3 Procedure for obtaining informed consent

15. Other information
l5' I Power suppll' system -_ uttinterrupted por',er supply and generator availabilify ancl

capacity

15.2 Brief clescription of an1, other activities perforrned o, site by tlre cRo
15,3 Any other informatio, which the cRo may feel it appropriate to add
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