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ABSTRACT
The |l aunch of a new drug into the market requires a un
to its commercializaton (marketngDaet horinatremasaddbsedk
tory authoribéajrshevmbededahs separate medical organi
functons. I't is closely associat eadppwiotvial deavelvopreesntbyb.
the scientfc and clinical expertse. T h emedical coenmunican ct o n a |
tions/publications, medical science liaisons (MSLs) and medical information. | n t he r ecent year s ¢
denlt&esed medi cal communi catons has atained increasing
successful product | aunch i gnab&eé¢ a g ppnracbndott maarl o nfomeodni acl e
mat on services, publicatons) materi al torevperoetd i meé ey
tonal journals. Local clinical or observatonal studi e:
the product . Besi des, a number of medical communi cator
hind |iterature (LBL), contnuous medical educaton (CM
(promotonal inputs) and conference posters, abstracts,
aid in an efectve product | aunch. I n the |l ast 10 years
this challenge through their H®Hrudbiomri mpge dancd | wacrokmmauxnp ecrait e
KEYWORDS: Key opinion | eader s, Medi cal afairs, Medi cal co
writng
INTRODUCTION scientfc and medical expert se
The phar maceutcal manufa%t:‘;[ﬂraizaéS%gh?iﬁhﬁa{sﬁi?@%{vtgssgsc
main splits: a developmenEapr%%%im.ﬁ?]ﬁ%%troﬂipoqsni btlheefpoa{
new product devel opment aerlnder et grng@ faé)rprtOH’@IMA as :
for drug products and a FREAM h%%?nhc i @Qlizraﬁ&ﬂstrrey' [ 2
sponsi bl e for mar ket ng oftotnrg1 Sq’OP%O%%Cttﬁ‘l'e Ia(i)]\g(; e ut
there occurs an additonalmegﬁtoupn Csallraetde mecd'rﬁeadicaaa'éf
( MA) which act as a bridgaendbeii\% 2 m ﬁYSEBHmeQéroas”s‘J t h
commercializaton [1]. -
Heal t hcare providers (HCP%!%I fpeﬁcg)(/ecrlb%%ma%r%)??JArtn?/hn;tsopi%nsr;orvélarg
appropriate therapies to rseiscpl%ngyvibpgilt ttdqed-ﬂdanl]eeditchl
knowl edgdaydowdue to multiaggfmrdnfhap bebl el an ey
tc optons there is a necersessietayrconf stag@nNtnyous, Llphdda[tceat
and expansion of the knov\éI esdegestbaatsee aO\Jarte*hees'éCP udb i e
(hat they can provide the B2S SLFE8t PEALENEESEL Py | fil
professionals within the %%%remaic\/eu IcaaHmin dufsrterqyueanrtefy
capable to bridge this inz)g)‘gén'a[té)g ﬁPcI?eEIEHSSeOfprEQ?idr(
the responsibility for strate
E E DOL: 10.5455/ijcbr.2017.33.12 assigned to commercial teams
shif in the prelaunch phase t
MA t eam. The MA professional s
E gﬁgﬁi%ggi:gg;g inputs with strict adherence
pretaton of data specifc for
or both. MA teams may ©provid

Cor r e s p oSondldain,Senior Medical Writer, Prabhadevi, Mumbai-400025.
Address: 19/34-A, Alok Nagar, Agra, Uttar Pradesh-282010. E-mail: sonal.jnl @gmail.com.

International Journal of Clinical and Biomedical Research. © 2017 Sumathi Publications.
This is an Open Access article which permits unrestricted non-commercial use, provided the original work is properly cited. 44



Sonal Jain A Bringing the gap between R & D and commercialization in pharmaceutical industry: Role of medical affairs and medical communications.

external thought | eaders Mmhekebopgnisonondi eaddgmPMS)KOLs)afen
clinicians byeptribhvkdbwbe édmreoidoufcts pseu-pport. The main res
cifc disease states and tHeupgpababkdl i nbbemat opharmateu
cal s. I'n this way MA can pariodd ucGPsc ampraiiaantuupdaneéd dasda

transl ateelgeutsmg ence to f WHICPk amdie&d oonosbudnme rcsa |
needs and eventually pr ov KegRrofidlerclesoff Medical Affairs:tMAc araes [d2]v.el op

Definition of MA according to the Accreditation Coun- into a discrete medical or gal
cil for Medical Affairs (ACMA) with devel opment organi zatons
a¥rovides medical suppor tp ofsofrp rdoewaell opantewnitt esst algye pBO VI
we | | as commerciali zed ptedwatissentifncl adidng | ipmiscdal e x
portant functons of MA are il

K e  Publishing data from company-sponsored

trials
MEDICAL RESEARCH e  Supporting research initiatives for off-
label indications for marketed products.

\ ® Health and Outcomes research (HEOR)

e  Solving queries and providing information

of HCPs regarding product safety or
INFI}/CI)EIZQIID\}I%%ON efficacy that is not addressed in a
/ product’s label

MEDICAL AFFAIRS ’
4 . . . .
e  Presenting educational information
KNOWLEDGE (CMEs) about a product or therapeutic
MANAGEMENT landscape
e Medical Communications
Ne_

PARTNERSHIPS Managing key thought-leader (KOL) relationships

Figure 1. Medical Affairs Functions [1]

A Medical Affairs Portfolio [4] |l ated to product value 1|ike |
Medical fieldteams: i ncl udi ng medi calteatilanca |oat comess, heal th

( MSLs) , responsible for rneel nattsoons hi p management and
communicaton of product iRéoogatndoinngi tihe HC®pabirleigttes o
ulatorsand inst tut onal leaders. to consttute its respectve fu
Post-launch clinical trials: i nvol ved i n ppraenpmarnignganfdor and executng a
conductng of phasspeo nislolrbe/dl I\Ma mana@nhp- a[ nly

ventonal and obser vat on alMed&al cantimiurdcstionsgpuldicatiensi[p] p o r t of
invesigatated studies (lI1IS).is a MA group primarily r
Medical information: i ncl udi ng the nmeadearchstpubliimatons such as
centralized <calll centers maonudics s @rmisn atTeh emmeed itcyape si ndfor
maton in resgpepdmdedt qudkrrugisnput ar e i mportant for pr ooc
Medical communications: i ncluding t hBeswrdietsng maemdd c al communi cat ol
support -rfeovri ewedr jour nal spturbatiecgaitzoinnsg arhde pl an t hat i
ot her medical and scientfclinpaoabk. trial data with the

Medical education:Inc |l udi ng t he pl ampmiimg sanadt faanide mtgf ¢ meet ngs.
support for contnuing medindanlg ®oduadtsam aCtCMEs b mif i ons

HCPs and the sales force tobasningthe years |l eading up
Medical strategic activites: The devel opmedheopubhiecaton of interim da
me d ibcraalnd strategy for e actha gper odrucpi Wwot ame dtirciad |l s, wh i
directors and t@&® ddwelsapnjatiar prbodiuct eT-HrmMud—maHpTlpr @valt o(
| i-cfyecl e strategy in alliafh2emwnthsdeekboemberntunclpmis
mercial, regulatory and ophanndepgparimentsrrect interpr
Health economics and outcomes-research (HEOR) and presentng it in clear an:ct
activities: i ncl udi ng research amancecmmomi @adt answhoée is also

Int. j. clin. biomed. res. 2017,;3(3): 44-49. 45



Sonal Jain A Bringing the gap between R & D and commercialization in pharmaceutical industry: Role of medical affairs and medical communications.

medi cal communi catons gr omugl. SBteask elecs!, d etrhse (pKuoLlsi,c ai- mp o
ton of @appaopast of drug ipsaymarsd .crTihtecaducamnedss of t he
medi cal communi catons pr otphoessee puwnb lpilcaacteomtplt e t me of
maxi mi ze the amount of exposur e, and recogniton for

a new drug product [1]. Medical information [1]

Medical Science Liaisons (MSLs) [1] A medical i nformaton group p

MSLs form feld based teampuerfi eMA rwehloa tneudr ttuor ec ornenhear-c i al

tonships with both exter ntay, aenfdc a cnyt,e rpnoasl o | sotgayk, e haonl dd eardsn
by their scientfc and cl MAIi gelneeapbytse. f Fot radiepinar
stakehol der s, an MSine dig@ant & utnsc,t oHEPsaa,s am@ ot her inter
face of the company in aprveedwctdilsammetive Whgy f pompar e
sales force. Primarily, iltaunsc hr emgptoarsiiabllse dmd/ ovai sahe
strong relatonships with bgphcabmypui irFli2ynenalonndt ddso alibe ndB4 e
ic physicians and acts anl adierchhve channel for a fow of
informaton both to HCPs and into a company itself.

For internal st akehol der sMedicd affairsM&@itities{48lam can wuse its

strong relatonships with MAt hiess amagiomglceorpmirratt eofdee on:
partments to help externalitbiakéhel deganiunadeostand ol

internal infrastructure oAsthé scampandy .above this orga
An MSL team is ideally cokesbowbéeddesomel emet befand @iédsse
to 12 months of product | Banahgehlirattome pneariinade nhaenlcpes
i n gatidreipnd iumder standing iofpotrteandi §@masemeabahefunctoni
and therapeutc | ands e & pé Datalgeneration and maintanhnke [5]d r u g
aspect s, and establishing ruFli atdomghiamsead wiuthi keypgeat es
Target Audience
v v
External Audience Internal Audience
e Virtual ad boards e Procuring Information from
Knowledge —» ¢ QOnline surveys of ities of across Internal  departments
_ ys of communities o p
collection and physicians (e.g., marketing, sales, R&D)
management * Inputs to development team
¢ Surveillance and patient feedback * New product development
(e.g., understand product use, flag (NPD)
safety concerns)
¢ Patient recruitment l
¢ ¢ Distributing information and
Knowledge e  Virtual medical information (MI) insights across functions
distribution g KOLs, speakers, and investigators *  Process and content training
management
¢ Identifying of “online” KOLs
e Developing KOL presentations
e MSL interactions with physicians
* CME (and other training)

Figure 2. Types of activities by MA for external and internal stakeholders
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wbeciding the best possipeltencoles,i sobor esd ahaatktertt. h ad
scientfc peers Out sourcing medical and scie
wKnowl edge of the patentmefnotw t o af pmotf cema&Int s&irsvitchee pr
wAn efectve risk managenbeenstt pslod nutfoonr tcoh aorvaecrtceorme t hes
izing risks associat eduwistohurtchengprmartcrier permits
ol inical and observat onmilessttuda ihecsl odir$ueg foumm timeaailtnoinai n

studies, epidemi ol ogi caaldidzaattao na nodf HEOCORt.ent and cr ez
Data presentation [5]YDev el opi ng a marckaette raicncge stso ptl haeni r | ocal afl i a
based on clinical evidencat efidiedfgaty guer sabetfy oonf |tohc
product together with the(H@Rsdemi ®1 absoalproaidedobgx-o
pl ore the unmet medical nead. be done with a team of sl
Essential Driving Forces for Medical Affairs [6] atain knowledge on sc®ent fc

As the experts speak MA ppooddet mpditali anbbyscioanmtuftte n¢
advice throughbutetbgclde utbwr ed esveba potphi, nwinw er st andi ng of

and communicatng datQanmétatthe dtdhersap @uttendarsea and C 0O mj
need and progress in thetheradcameneter eodt et conBiepdadpe®rt a
they categorized driving Ifioor.ces for MA in nine broad
heads: Medical writing in pharmaceutical marketing: Me d i c a |

1 .Joint Leadership: Part ner ships witwritngernmalanandtegr al domai n
external stakehol der s. i ndustry. A CenterWalch @ gt mat eesh et he
2 .Customer/ patient Focus: St r at egi ¢ devneeldoipcadf wrdsd-ng mar ket has dol

l utons for customer requfiveemeg@manss from 2003 to 2008.

3 .Strategic Visualization: Appl i cat on ofvr imendgi clnds been reported as
knowl eddgereoad h&mdssctcapaet egiowrmglean-seA v ompgtognt medi ca
ning and decision makingshould possess skills |ike co

4 .Dexterity: Deci si ve, fexible, tghami of appieach canat a, t ar ge
entrepreneuri al attude fawless English | anguage skil

5 .Business Insight: | nsttutng a hol istronng deammuwumidcat on skill s ac
ing to bridge a gap bet weresn idrevtehetp neadjceadih dscp et st s,
mer ci al phases of drug. tsts, mar ket ng department, re

6 .Innovation:tA f ut uri stc pr oj ecttosnt cosf, efnrve erloannceenrtsaland consul
needs and independent t hmerkti)ng and ability to work ir

7 .Assurance:Passi onate and commméetd deadlines. A medi cal wr

8 .Scientific Expertise: A val ue additononal mdi stasei on between dif e
the scientfc integrity eofotéet pdeldays s Ibfy talperle cias
ton of medical knowl edgemay be necessary to raise iss

9 .Compliance Insight: Ex pl or e opport urnd & elsu-ladnhd. [ rled-
strictons within the en\lhegamuatofenedicalwriting[Hlp pl i cat on of

compliance expertse. Medi cal writng involves writn
Emerging markets unmet requirements: Ch a | | e ngnenss for dif erent target audiences ranging from

for pharmaceutcal sector Bhmpmer giewg | marekast 4 of clompl ex
The primary chall engrmesr Jiofdpbharema3dysector for

mar kets ar e: Common challenges associated with the medical

f Demographic variaton writing:The dearth of apttude in
fDiversity in culture andnieaaguwgetng skills, high atr
fDiferences in | ocal govesrcnanfecnitt yh eaafl tthr gioniincg egr anrda m:
regul atory nor ms faced by medical writers. The
fVvariatons in medical infeeamerbytefectNeamamagreeemdcisit
it es, insurance policies) across dif erent geograph - an or gani zaton. The primary
i cal regions should be to provide efectve
fScarcity of | otcahat est &d nflagVn@ lhopi g and retaining its
knowl edge tve recruitment strategy hig
fDearth of knowledge of dliagragfe jpdbfRreaf log anad psaeretkei-ng
ular populat on rience, mot vaton and regul ar

Role of outsourcing industry [8: An out sour cimPd ail ®ddd-gh and efectve trair
try play a vadtagls redleet veOfhatwh®errisi me factors for smoc
strategy for most of the CpHarwhdcdedt cddeipairddiedittr f 127hHd 3
diference in the har moni zindia @ m Ccereg fpr optsowcing of meglicalewsiting o m-

plexites lead to useless B84 urcing, operatonal incom-
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Medical Journalism: Newspaper and magazine articles

Medical Education: CME programs, slide decks, e-learning modules, patient education material

Medico- marketing collaterals: Promotional collaterals for HCPs, product monographs, brochures,
leave behind literatures (LBLs), sales force training manuals, e-learning modules, Digital medico
marketing content for physicians and patients (consumers)

Types of
medical writing
documents

\

Publication/Presentation: Journal articles / manuscripts (research and review articles, case
reports), abstracts, posters and presentations for scientific meetings and conferences

Research Documents: Clinical trial protocols, investigators’ brochure (IB’s), informed consent
forms (ICFs), study reports, research proposals.

Regulatory Documents: Package Inserts (prescribing information (PI) & Patient Information
Leaflets (PIL), Clinical study reports(CSR), web synopses, patient narratives, Common Technical
Document (CTD); Periodic Safety Update Reports (PSURs), bridging reports, Periodic Adverse
Drug Experience Reports (PADER), Annual safety reports (ASR)s; policy papers etc.

Figure 3. Type of medical writing documents for different stakeholders

During the frst few year sChiefredicdl wntinglassopiatiensn[t4] of medi cal
writng, Indian outsourcinhThe mpmaarniecarnweMedirceaslt rWrcitteedr s
by inadequate experience@The aFuraomecantMeadiacal zWdi ter s
training programs. HowevedrThed Adilnd ndhe Meadgitc ade cVrdiet er
Indian companies have inc4&heedrtutgeilrnfoemmatmar k Assaci ¢
are considered as a preferWreidt ntge rGo mnuusniftoyr al | catego
ries of medi cal writng and related actvites (like bio
statstcs and phar macovi gtoNnawvsor ) . The compl exity,
quality, and variety of medi cal writng in India have
constantly increased. TheAnwrédftaeiresntnoMA afruen cctoonmp edt eemmern d
enough to develop consi dedamil zatnoummbtead shiorfe ramgdi |l Aot ur
ry, clinical, and scientfgkithhlisaal rAhaoedanepatos ahdui
mar ketng documents both fvoirsiiomnoadwatiotrs awi dd eg g melrgiec st r e
drugs, and for all the emeeged gnarketwre WLS, bEW®IH OEe s
and Japan). Besides, Indifaonr madditcradi nwrnigt e rso gnraavmes , a | asro
taken a step in associatn@genhemyet ems. i ANCHRECEepr o dudttA
abeling, pharmaceutcal rekielarshiasahudi ag, merdd cCREORS.C i
The harmonizaton with thewlrbtalspdpullniothge atider eggaup- Db
l atory norms is importantplfase doefvedroypd ntgo biottsh cpornmomeor-c i
tonal apnrdo mod @ N al medical teommwmiseabasastdr dnnegatdhesr shi p s
in emerging markets. Thisaperquaaclsfgat uerriiqug otfalepitdse -
mi ol ogical data for difercaptabdilsé®&seaamand iinckintifdualgs
whet her the needs of the 1 ocal popul aton difer from
the established mar kets, CONLAN @F¢NTEREGT i nf or mat on about

| ocal regulatory norms anNi IHEOR, and fnding innova-
tve but cost efectve ways to reach HCPs and patents.
This is done by medical wWrUNDiNer S i n I ndia as they wunde
stand the needs -spealbinngagtigen-Engl i sh

tries.
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