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Medical Writing Outsour cing: Global Status

The global demand for medical writing services has shown a considerablerisein the last few
years. The use of professional medical writing services has been shown to be beneficial to the
researchersin presenting their research accurately and precisely [1, 2]. Pharmaceutical
companies prefer to outsource the medical writing tasks to knowledge service providers in order
to control the research and development cost, get high quality documents under tight timelines,
and save the investment and time needed to train the writers on regul ations, guidelines, right skill
set, etc [3].

A recent report by Transparency Market Research estimated that in 2013, “Global Regulatory
Affairs Outsourcing Market” was 1559.7 million USD. The report also forecasted the growth of
the market for 2014-2020 to be at a compound annual growth rate (CAGR) of 14.6% and reach
4490.4 million USD by the end of 2020. Regulatory writing and publishing were the major areas
of outsourcing and are expected to be same in the forecasted period (2014-2020). In 2013, North
Americawas reported to hold the mgjor share of regulatory outsourcing market; however Asia
Pacific is expected to show significant growth in the forecasted period [4]. The Center watch
analysis of the medical writing market from 2000-2008 estimated that it has doubled from 345
million USD to 694 million USD [5]. The increase in the number of clinical research
organizations (CROs), medical writing service providers also indicates arise in the demand of
medical writing. A survey reported medical writing to be the fourth most frequently contracted
service from CROsin 2005 and 41% participants responded that they used outsourced medical
writing services[5].

Major business for medical writing islocated in the United States of America and the United

Kingdom. These regions have a core niche of medical writers marked by English being a native




D Knowledge

Isotopes
language and presence of major pharmaceutical companies [5, 6]. In recent times, the
pharmaceutical market has expanded significantly in Asia. Pharmaceutical companies are now
targeting Asia due to alarge population, aging population and strong economic growth.
However, the complex and stringent regulatory landscape in countries such as China, Japan,
India, Taiwan and Koreaimpose obstacles for foreign pharmaceuticals. Thus, outsourcing of
regulatory compliance services business to third partiesin Asiais akey option for the foreign
pharmaceutical companies. Chinais reported to be the top most and best outsourcing destination
followed by India, Korea and Taiwan [7]. More than 5000 members from China are registered
with the American Medical Writers Association (AMWA), and around 1000 with the European
Medical Writers Association (EMWA) [8].
Medical Writing Outsourcing: India
Asper Ernst & Young (EY) report 2015, medical writing outsourcing has become one of the
major information technology (I1T) outsourcing servicesin Indiaand is likely to be among the top
10 global markets in the coming decadesif the growth is consistent [9]. Revenue for the medical
writing domain in Indiais mainly earned from multinational IT companies, CROs, global
pharmaceutical companies, research institutes and independent researchers/ physicians and
Indian subsidiaries of western IT companies [10]. Indiais reported to have around 500 regul atory
medical writers. India’s clinical development activities also target Europe and the U.S. market,
thus there is need of medical writers who can prepare complex regulatory documents. In
addition, India also has a pool of medical writers who have an expertise in the
pharmacovigilance sector. They can prepare and aggregate safety reports, including Periodic

Adverse Drug Experience Reports (PADERYS), Periodic Safety Update Reports (PSURS) and
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Periodic Benefit-Risk Evaluation Reports (PBRERS) [8]. The outsourcing of medical writing
businessto Indiais associated with several key opportunities and challenges (Figure 1).

Figure 1: Key Opportunities and Challenges of Outsourcing Medical Writing to India
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Opportunitiesfor Outsourcing Medical Writing Businessto India

Low cost: Pharma companies are restructuring to cut down the cost and the medical writersin
these companies are quitting jobs to work as freelancers. Thus, thereis an increasing demand of
medical writing services providers by the pharma companies [5]. Pharma companies are now
opting the strategy to outsource the medical writing and other clinical development activities
(including clinical data management, pharmacovigilance and statistical programming) to such

knowledge services providers [10, 11]. It helps them to control the research and devel opment
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cost, get high quality documents under tight timelines, and save the investment and time needed
to train the writers on regulations, guidelines, right skill set, etc [12].

India offers significantly low cost to service providers and sponsors as compared to developed
and emerging economies. The costs of services for medical writing in Indiais estimated to be
40-60% lower than in developed economies. It is even 10-20% lower in comparison to the other
emerging economies [13].

Increasein Clinical Trials: A total of 219,712 clinical trials have been registered at clinical tria
registry of the U.S. National Institutes of Health, of which 101,471 (46%) are a non-U.S.
location [14]. Since, Indiais ahighly populated country with increase in the aging population;
the pharmaceutical companies are targeting it to conduct clinical trials. Nearly, afifth of al the
global clinical trials are being conducted in Indiathat provides afinancial and scientific gain to
the pharmaceutical companies [15]. The cost of clinical trialsis more than 50% cheaper in India
as compared to the developed countries [16]. Indiais reported to be the second country after
Chinato provide the largest patient pool. Comparatively, the timeframe for getting regulatory
approval isless stringent and faster in India[15]. Severa regulatory documents need to be
submitted for conducting trials, thus foreign companies prefer to outsource these activities to the
native service providers based in India.

English-speaking: More than 80% of the scientific articles published annually are in English
[17]. Indiais ranked second largest English-speaking country in the world after the U.S. English
is the business language of India and Indian managers are quite effective in using this skill for
communicating and managing their international clients [18].

Talent pool for medical writing: Every year thousands of graduates with master’s and PhD

degreesin science are added to the pool of medical writersin India[10]. As per asurvey
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conducted in 2008 by Cactus Communications, approximately two-thirds of the Indian medical
writers were physicians and more than 90% were holding alife science degree [19]. Medical
writing service providers offer in-house trainings to their teams on all the latest guidelines for
medical writing including publication guidelines and regulatory writing guidelines. India has a
highly skilled workforce which includes well qualified and experienced medical professionals.
Expertsin thisfield have thorough knowledge of al pharmaceutical manufacturing and
regulatory guidelines, excellent command on the concepts of medical science, have rich industry
experience of the clinical practices and drug development procedures and have good writing
skills. An amalgam of all these traits qualifies them for a competent medical writer [20].
Challengesin Outsourcing Medical Writing Businessto India

Though there is a bright future of medical writing in India and there are many more upcoming
opportunities for the medical professionals but still there are few challenges being faced by them:
Less experience: Medical writing as aprofession isjust adecade old in India. Though, there are
few ancient evidences of writing scientific books available in Indian history [21]. In asurvey of
49 respondents, more than 60% had medical degrees, but only 21% had more than 10 years of
experience in the field of medical writing, indicating that this field is still in early emerging stage
in India, though growing very rapidly [19].

Lesstrainings or degree courses available: There are hardly few training courses availablein
medical writing in India. Medical writing as a discipline has not yet been introduced as a part of
study course for any pharmaceutics or medical degree or post degree course. Training courses for
individuals who want to join the medical writing profession are few. Considering these needs,
the Indian Medical Writers Association was founded in 2007 by a small group of professional

biomedical communicators with academic, industrial and medical affiliations. Their am was to
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provide aforum to promote standards of excellence in medical writing by promoting the
professional development of members and increasing awareness of medical writing throughout
India. Its development is still at an early stage and international associations like European
Medical Writers Association (EMWA) can share their experience and help this association to
give astrong platform for medical writersin India[20, 22]. Training young doctors during their
graduation and life science graduates at university for the importance of good scientific research
along with the ethics and technique of publication will definitely promote better medical writing
[21]. Online training for medical writing is offered by the National Medicine Journal of India
(NMJI). Few Institutes like the Christian Medical College at Vellore also conduct annual
programmes on epidemiology and clinical trials, which cover many topics of interest to medical
writers. [23] Generally, medical writers learn the actual writing in their jobs[21].

Language command: Verbal and written communication skills are equally important for
medical writing. The power of language reflects not only in the writing but in dealing with
outsourcing partners, as most of the countries have English as their business language. Command
on English plays avital role in maintaining cross culture communications. Clients working in
different time zones speak with different accents. It is necessary to take extra care with email
etiquette and accent free English pronunciation while virtual communication with clients [22].
For the Indian writers to be recognized internationally; they must acquire global regulatory
expertise and require trainings not only in the scientific principles but they must be equally good
on communication skillsaswell. Also, it is very important to write the accurate though simple
and grammatically correct English to make the draft understandable and meaningful by general

public. Local medical writers, mostly pharmacy or life-science post-graduates being non-native




D Knowledge

Isotopes
English speakers, need to be trained upon their language skills. More exposure to western writing
and training will rectify this problem [21].
Conclusion
Thus, we conclude that the medical writing business in Indiawill show a significant growth in
the future. The low cost, increase in number of clinical tria's, use of English as abusiness
language and talent pool for medical writers are the key driving factors for the outsourcing of
medical writing to India. However, Indiawill have several competitorsincluding China, Korea,
and Taiwan which hold a significant share in clinical research market. Increase in the number of
experienced writers, in-house training of the writers on command over Englishin
communicating with clients and incorporating courses and degrees related to medical writing

will help in devel oping skilled and competent medical writersin India.




D Knowledge

Isotopes

References

1. Gattrell WT, Hopewell S, Young K, Farrow P, White R, Wager E, Winchester CC.
Professional medical writing support and the quality of randomised controlled trial
reporting: a cross-sectional study. BMJ Open. 2016; 6: e010329.

2. Wager E, Woolley K, Adshead V, Cairns A, Fullam J, Gonzalez J, Grant T, Tortell S.
Awareness and enforcement of guidelines for publishing industry-sponsored medical
research among publication professionals. the Global Publication Survey. BMJ Open. 2014;
4: e004780.

3. Pandey R. Outsourcing knowledge-based skills. Medical writing on the radar. Modern
Pharmaceuticals. 2011. (Available from:
http://www.siroclinpharm.com/siro_pdf/articles’Modern Pharmaceuticals Dr_Rajesh_Pand
ey July2011.pdf [cited 05 June 2016].)

4. Wang JX, Davies M, Norman RJ. Body mass and probability of pregnancy during assisted
reproduction treatment: retrospective study. BMJ. 2000; 321: 1320-1.

5. Orvieto R, Méltcer S, Nahum R, Rabinson J, Anteby EY, Ashkenazi J. The influence of
body mass index on in vitro fertilization outcome. Int J Gynaecol Obstet. 2009; 104: 53-5.

6. Nagdev KJ, Agrawal AR. Key factors a pharmaceutical company should consider while
outsourcing medical writing services. The European Medical Writers Association 2014:223-
7.

7. Esinler 1, Bozdag G, Yarai H. Impact of isolated obesity on ICSI outcome. Reprod Biomed
Online. 2008; 17: 583-7.

8. Cooper J. Medica writing servicesin Asia: Recent developments and trends. (Available
from: http://www.pharmaceutical -tech.com/articles/id/medical -writing-services-in-asia-

recent-devel opments-and-trends [cited 04 June 2016].)

9. ASSOCHAM-EY report on Medical process outsourcing in India. (Available from:
http://www.ey.com/Publication/vwL UA ssets/ey-medi cal -process-outsourcing-in-
india/$FI L E/ey-medical -process-outsourcing-in-india.pdf [cited 07 June 2016].)

10. Bose S. Medical writing in India at a crossroads. The European Medical Writers
Association. 2013; 22: 94-5.




S

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.
22.

Knowledge
Isotopes

Medical writing takes off in India. (Available from:

http://www.cripton.jp/files/cactus reprint.pdf [cited 04 June 2016].)

Pandey R. Medical writing on the radar. Modern Pharmaceuticals. 2011. (Available from:
http://www.siroclinpharm.com/siro_pdf/articles’Modern Pharmaceuticals Dr_Rajesh_Pand
ey July2011.pdf.

Ernst and Y oung. The glorious metamorphosis. compelling reasons for doing clinical

research in India. 2009.

Matalliotakis I, Cakmak H, Sakkas D, Mahutte N, Koumantakis G, Arici A. Impact of body
mass index on IVF and ICSI outcome: A retrospective study. Reprod Biomed Online. 2008;
16: 778-83.

Strengthening clinical research in India. Lancet. 2007; 369: 1233.

Bajpai V. Rise of clinical trialsindustry in India: an analysis. ISRN Public Health. 2013;
2013: 1-17.

Runckel CW. Indiaand China - Looking below the surface to compare these two rising

Asian business giants. (Avaiable from: http://www.business-in-

asia.com/asia/comparing_china_india.html [cited 22 May 2016].)
Crystal D. Subcontinent raises its voice. Guardian Weekly. 2004. (Available from:
https://www.theguardian.com/education/2004/nov/19/tefl [cited 30 May 2016].)

Samulack D, D’Souza E, editors. Medical writing outside the US: challenges and

opportunities — the Indian perspective. (Available from:

http://www.cactusglobal .com/pharma [cited 26 May 2016].) The 68th Annual Conference of
the American Medical Writers Association; 2008; Louisville, KY'.

Shirke S. Medical writing on an accelerated path in India. Perspectivesin Clinical Research.
2015; 6: 125-8.

Basrur R. Medical writing in India. The Write Stuff. 2006; 15: 50-1.

Pal C. From researcher in Europe to medical writer in India. The European Medical Writers
Association. 2012; 21: 39-41.

10




D Knowledge

Isotopes

23. Hamilton-Fairley D, Kiddy D, Watson H, Paterson C, Franks S. Association of moderate
obesity with a poor pregnancy outcome in women with polycystic ovary syndrome treated
with low dose gonadotrophin. Br J Obstet Gynaecol. 1992; 99: 128-31.

Knowledge isotopes, a medical and communication specialist company, provides a range of
medical writing services to pharmaceutical and biotech companies, hospitals and individuals
researchersto support them throughout the product life cycle, from development to delivery.
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