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ABSTRACT
Whll e adopton of stndrds 1 seen s keytodthig affciancies i many areesof the ol resssch process, organizatos b fo recogize dtom the o prtocn teough the plcation of e cmm e nterchange Standars Consai's (ODISC) Protoca Represeiton Model (PRM). Tris
presenaton. 1l begin by xplring the banefts and pacticl applcton o We. lying y ciinical concepts within a protocol can lead to improved ability to ecisions. We will then build on these benefits by
formation, i oher CDISE standarde,eon e aut enteam Syatams shd procecses. T prosanalon wh concude i e o now sl changes & ne iy pE1o0as a1 Sooghed and aUred ca onabis e aopton of oo and PR

NTROBUCTION
‘The adoption of standards is, in many areas of the clinical research process, seen as key to driving efficiencies. However, organizations have been slow to recognize the benefits gained from the pr rough the application of the Protocol Representation Model (PRM).
The reasons for the aversion lostandards n prolocol authoing and fothe adopion of echnology o support s mplemeniation can be traced inpart o the folowing root causes

Lackcof an inplerniabl protoc) siandard

RM is a domain analysis model o urthrecanly was notavallabi n & fom which coud be easlyimplementad.maling many f the discussions around s benfts thecratca
Lack of prvan valosofsanderdeaton of e
" Until very recently, there has been littie pmv&n, published information on the value of such standardization.

Confusionof sencardzsion of cortentover st

When protocol s discussed, the is that s not possible as every protocol i diferent. However, if the focus is shifed to structure and not content, then this is not the case.

.« The type involved in p
darcz80n 5 1ot @ nomsl part f th cicel science process. Combined it theresources tht are typicaly ess tctical i naur, i aises bariars o th adopton oftechnology and processchange needed forimplementation
The crleltyoftheprotoe) dovelopment
ool cantl o i actvies it cinica il and i ofien develuped vmder e s, iaing . Hhak e for agnant process change
In this prsuntaﬂun ro il show how the PR can be used on s own snd with o the protocol desi fthoring process, and how simple changes 1o the process can be applied to leverage these benefis.
MATERIALS AND METH

The llwing ac\\vmes have hcen conducted 1 denty rea-word applicton of procol standardization, and to deity rocss hingo and banei
< At was conducted (o id tructured protocol are being applied, and to identify the bonefit that sponsors ar expacting to soe. Anecdotal evidence was collocted to demonsirate value where detailed metics could not be provided
© A eviw ofaraur nas been completeto uanify th impacto poo prolocal dssign on cos cumplexlly and amendments to quaniiy the potential mpact of a tructure protocol model
+ An analysis of data from recent third parly research that applied relrospecive siructuring to protocols, to demonslrate design issues that could have been identified with a structured approach.

L o analyie o contont euse was onductod i domonsiars 1 oxantof oueabil of Stuckrod proocol conton ¢1oss el documonts and systems. A calcuion of e sconome mpact o automato rouso onablod by tuctura il quaify tho potoal vlu f a sponsar fo adoption of he standard.

RESULTS

The ltrature review yielded the following statisics, all of which can be impacted and improved by the application of a structured protocol model:

+ Protocal Amendments
9% of rolocols have atleast one amendment
- 4% of amondimens ocour BEFORE fst patt s dose
. of amendments are considered “somewha’ or “completaly” avoidable
L R amendmant a0ss 51 days e couts a5 000n 1 et
* Increasen prtocol complety and b
5% ncreaso n the median numbor of unue pracacure pe protoco (200012003 - 20082011
+ 57% increase in the median number of total procedures per protocol 2000/2003 - 2008/2011)
+ 4% increase in total investigative site burden (200012003 ~ 2008/2011)
+ 270% increase in case report form (CRF) length (200012003 — 2004/2007)
+ Dounsteam im
5.30% o ata colloctedis never used n  now drug aplcation (NOA)
The eiew o sponsor sty and expactatons shawed te olowing
30.50% eductionn prtocol develapment rocess tme
* $150K roquctiontae phase pe pant study co
L a0 reducton i Secront daa capure (D) study startp
+50%reduction i time exporling to GiinicalTrals gov
+ 75% reduction in full-ime equivalent (FTE) for set up of visit schedule in clinical systems
Inaon, na e most lingl. e etospetive siclring and analss ofover 11 eceny competed e and I prolacls—aspatof  udyed b e Tus Uniersty Center o e Sty of D Development®—identified design flaws consistent with the expectation that a 10-20% reduction In data collection can be achieved
Rou I

ply a quarter of all procedures in these protocols were found to be “non-core"—that s, not directly tied to the trial endpoints as agreed upon prior to the study by the U.S. FDA for demonstrating the safety and efficacy of the drug or therapy in question.
© The hof-cors procetres represent oughy 50% of  ciical s budger—an estmated $1 milion i non-core procedurs costs por cimcal sty

CONCLUSION

Regent research has shown that the application of structure to the key clinical concepts within a protocol can lead to improved protocol design, earli y and an ability to use past studies to gy . and that a clear business case of the real-world application of PRM can be constructed

The key to successfully implementing and applying PRM is to make simple changes to the way protocols are designed and reviewed, to draw on structure to allow reuse and to increase interoperabilly. In addition, PRM's impact can be significantly increased by pairing it with industry data for protocol complexity and procedure cost,
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