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| “Medical writing involves the
development and production
of print or digital documents
that deal specifically with
medicine or health care”

Ultimate guide to becoming a medical writer. American Medical Writers Association. Accessed November 11, 2021.
https://info.amwa.org/ultimate-guide-to-becoming-a-medical-writer#twhat_is_medical_writing
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Medical Writing is Important

Benefits of a medical writer include:

* Clear and effective writing

* Higher quality reporting of clinical trials

* Accordance with publication guidelines and journal style

* Guidance on good publication practices and authorship requirements
e Editorial support

* Timeline management

Gattrell WT, Hopewell S, Young K, et al. Professional medical writing support and the quality of randomised controlled trial reporting: a
cross-sectional study. BMJ Open. 2016;6(2):e010329. Published 2016 Feb 21. doi:10.1136/bmjopen-2015-010329; Sharma S. Professional
medical writing support: The need of the day. Perspect Clin Res. 2018;9(3):111-112. d0i:10.4103/picr.PICR_47_18
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Areas of Medical Writing

” Scientific ) : Professional . Medical Health
Regulatory Writing Publications Medical Affairs Grantsmanship Copywriting

* Peer-reviewed

manuscripts
 Documents P

submitted to  JRulas * Marketing or Patlent.
requlator » Oral/poster advertisin education
a genciesy(e presentations » Slide decks « CME » Grant proposals materials St;o * Health news
9 9 * Medical news + Workshops * Needs for funding for * Public health
FDA) for drugs, : promote drugs, L
: . and feature * Advisory board Assessments research or : ) communication
biologics, and ) : . . medical devices, :
: : articles for summaries + Sales training education * Website content
medical devices . or other .
: professional . . * Other materials
in the approval . inventions :
audiences for lay audiences

rocess
P » Conference

proceedings

CME, continuing medical education; FDA, Food and Drug Administration
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Scientific Publications

REGULAR ARTICLE € blood advances

Grading and management of cytokine release syndrome in patients
treated with tisagenlecleucel in the JULIET trial

Stephen J. Schuster, Richard T. Maziasz,? Elisha S. Rusch,® Junlong Li* James E. Signorowitch, Vadim V. Romanox,* Frederick L. Locks,®
and David G. Maloney®

“tyemphorma Program, Abramson Cancar Conter Uniersiy of Parnigivani, Phiadipiia, PA; Con

Intitute, Portiand, OR, *Novartis Pharmaceuticals Corporation, East Hunavar, NI, *Aralyss Group, Inc. Boston, MA; °H m-m.nom.,c.m Tarnpa, FL; s Fred
Hutchingon Gancer Ressarch Cantar, Seattie, WA

Chimeric antigen receptor T-cell (CAR-T) therapy yields durable responses in patients with
relapsed/refractory diffuse large B-cell lymphoma (r/r DLBCL). Cytokine release syndrome
+Clinical trials of differ- (CRS) is a CAR-T therapy-related adverse event, Ta date, clinical trials of different CAR-T

ent CAR-Tproducts for oy 4ycts have not been aligned on CRS grading scales and management algorithms, We
patients with t/f DLBCL ;.o o4 concordance hetween the Penn, Lee, and American Society for Transplantation and

2:1"\:. ﬂ: :"“ dms Cellular Therapy (ASTCT) grading systems by retrospectively regrading CRS events in the
m_,,_:mm JULIET (A Phase 2, Single Arm, Multicenter Trial to Determine the Efficacy and Safety of

Ty CTLO19 in Adult Patients With Relapsed or Refractory DLBCL) trial. Four medical experts
with experience treating patients with 3 different CAR-T products independently regraded
*Regradingof CRSfom ;. 4;v14,5) patientevel CRS events from the phase 2, global, pivotal JULIET trial

xﬁtﬂ (nalusing (#NCT02445248), As of & December 2017. a total of 111 patients with r/r DLECL underwent

waw Acknowledgments
standart
oadng  The investigators thank the patients and their families, and the clinical

trial teams who participated in the JULIET trial.

Medical writing support was provided by Ina Nikolaeva (Health-
care Consultancy Group) and was funded by Novartis Pharmaceut-
icals Corporation. Editorial assistance was provided by Marie Louise
Edwards, Lei Yin, and Yichen Lu from Analysis Group, Inc., and was
supported by Novartis Pharmaceuticals Corporation. The trial was
sponsored by Novartis Pharmaceuticals Corporation.

Meeting Abstract | 2021 ASCO Annual Meeting I

HEMATOLOGIC MALIGNANCIES—LYMPHOMA AND CHRONIC LYMPHOCYTIC LEUKEMIA

Efficacy and safety of tisagenlecleucel (Tisa-cel) in adult
patients (Pts) with relapsed/refractory follicular
lymphoma (r/r FL): Primary analysis of the phase 2
Elara trial.

M) Check for updates

Stephen J. Schuster, Michael |. Dickinson, Martin H. Dreyling, Joaquin Martinez, Arne Kolstad,
Jason Paul Butler, ...

Show More

Abstract Disclosures (£

Abstract

7508

Background: Most pts with r/r FL experience multiple relapses and
progressively worse clinical outcomes with each line of therapy, underlining a
need for novel therapies. Tisa-cel has demonstrated durable responses and
manageable safety in adult pts with r/r diffuse large B-cell lymphoma. Here we
report the primary analysis of ELARA, an international, single-arm phase 2 trial
of tisa-cel in adult pts with rfr FL. Methods: Eligible pts (=18 y) had r/r FL
(grades [Gr] 1-3A) after 22 lines of therapy or had failed autologous stem cell
transplant. Bridging therapy was permitted followed by disease assessment
prior to tisa-cel infusion. Pts received tisa-cel (0.6-6x1 0% CAR+ viable T cells) after
lymphodepleting chemotherapy. The primary endpoint was complete response
rate (CRR) by central review per Lugano 2014 criteria. Secondary endpoints
included overall response rate (ORR), duration of response (DOR), progression-

Frigault MJ. Tisagenlecleucel shows response with Myc expression and tumor-infiltrating T Cells in the phase 2 JULIET trial for r/r DLBCL.
Onclive. Published January 25, 2021. Accessed November 14, 2021. https://www.onclive.com/view/phase-2-juliet-trial?seriesVid=1;

Rapoport AP, Hoffman JE, Kaufman JL, et al. Open-label pilot study of genetically engineered NY-ESO-1 specific T cells (GSK 3377794)
alone or in combination with pembrolizumab in relapsed and refractory multiple myeloma. Poster presented at American Society for
Clinical Oncology Congress; May 29-31, 2020; Virtual Scientific Program; Schuster SJ, Dickinson MJ, Dreyling, MH, Martinez J, et al.
Efficacy and safety of tisagenlecleucel (Tisa-cel) in adult patients (Pts) with relapsed/refractory follicular lymphoma (r/r FL): Primary
analysis of the phase 2 Elara trial. J Clin Oncology. 2021;39(suppl):15. ASCO Annual Meeting abstract 7508; Schuster SJ, Maziarz RT, Rusch
ES, et al. Grading and management of cytokine release syndrome in patients treated with tisagenlecleucel in the JULIET trial. Blood Adv.

%020;4(7):1432—1439. doi:10.1182/bloodadvances.2019001304
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Ulrich Jasger
Poster 1194 Ulrich Jaeger@meduntwien.ac.at

Myc Expression and Tumor-Infiltrating T Cells
Are Associated With Response in Patients
With Relapsed/Refractory Diffuse Large B-Cell
Lymphoma (r/r DLBCL) Treated With
Tisagenlecleucel in the JULIET Trial

Ulrich Jaeger,' Michael R. Bishop,? Gilles Salles,® Stephen J. Schuster,*
Richard T. Maziarz, Xia Han,® Alexander Savchenko,” Nathan Roscoe,? Elena Orlando,®
Dawson Knoblock,® Ranjan Tiwari,'° Lida Bubuteishvili Pacaud,® Paolo Corradini'!

1Cinical Division of Hematology and Hemostasealagy. Department of Medicine I, Vienna General Hospital — Medical University of Vienna., Vienna,
Austia: Hematopoetic Caluar Therapy Program, S6ction of HemaiologylOncology, Universsy of Chicago, Ghicago,IL: Hemalalogy Deparimert,
Hospices Civis de Lyon, Lyon-Sud Hospaal, Lyon, France; “Lymphoma Program, Abramson Cancer Center, University of Pennsyivania, Philadelphia,
PA; 3Department of Hematology, Oregon Health and Science University, Portiand, OR; *Novartis Pharmaceuticals Corporation, East Hanover, NJi
"Oncology Precision Medicine, Novartis Pharmaceuticals Corporation, Cambridge, MA; *Navigata BioPharma, Carisbad, CA; "Novartis Institutos for
BioModical Research, Cambridge, MA; ““Novartis Heathcare Pyt. Lid, Hyderabad, india; "Division of Hematology & Stem Cel Transplantation,
Fondazions IRCCS Isthtuto Nazionale dei Tumori, Univarsity of Méan, Mian, aly
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Matthew J. Frigault, MD
Massachusetts General Hospital Cancer Center
Boston, Massachusetts

Open-Label Pilot Study of Genetically Engineered NY-ESO-1 Specific T Cells (GSK3377794) | ey ,.;."’,:”&:f..:,mr

By ———yTyy
e G b s o et L2

e et Sy ey St e Seres CA L S e, o, £ 38
T o i e o, S 4

Alone or in Combination With Pembrolizumab in Relapsed and Refractory Multiple Myeloma

kb Sereing ssnos 3¢ of Ape 5, 3070
LI
. LU
11 tmnmnmomtmmtm'mu
v

- AP
47 ittt

aletheia

MEDICAL COMMUNICATIONS



https://www.onclive.com/view/phase-2-juliet-trial?seriesVid=1

Medical News

Rethinking Cataract Surgery Expectations: Is Total Spectacle

Independence Possible?

Shaunak K. Bakshi, MD,; Dagny Zhu, MD | June 26,2023

Tralokinumab Safe, Effective for Older
Adults With Moderate to Severe AD

Colby Stong | November 3,2023

Ophthalmology

o+ Tralokinumab met safety and efficacy endpoints for the
¥
p'é?}ir treatment of moderate to severe atopic dermatitis in ADVISOR

patients 65 years and older.

With so many advancements in cataract surgery, intraocular
lenses, and presbyopia-correcting technologies, Shaunak

Tralokinumab is a safe and effective treatment for moderate to severe atopic dermatitis m’:‘:: - Ba kSh|1 M D1 and Dagny Zhu, M D explore Changes n patlent
(AD) across age groups, including in older adults who often face unique treatment we’re your eXpectations.

challenges due to comorbidities, polypharmacy, and increased safety risks, according to Advisor.

study results published in JAMA Dermatology. D

Prior to cataract surgery, patients may wonder if total spectacle independence is

possible. Now, with so many advancements in lens technologies, it might be

worthwhile to reexamine that question. An undeniable truth in optics, known to

ophthalmic scientists and surgeons alike, is that improvement in vision quantity

Bakshi SK. Rethinking cataract surgery expectations: is total spectacle independence possible? Ophthalmology Advisor. Published June 26,
2023. Accessed November 5, 2023. https://www.ophthalmologyadvisor.com/topics/cataracts/spectacle-independence-after-cataract-
surgery-depends-on-careful-intraocular-lens-selectio/; Stong C. Tralokinumab safe, effective for older adults with moderate to severe AD.
Ophthalmology Advisor. Published November 3, 2023. Accessed November 5, 2023. https://www.ophthalmologyadvisor.com/general-
medicine/tralokinumab-safe-effective-older-adults-moderate-to-severe-atopic-dermatitis/
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Medical Affairs

TRANSCEND CLL 004 Phase 1/2 Study Design®

Enroliment Measurable Dose Escalation Dose Expansion (DL2)

OPINIONS IN NON-TARGETABLE e —_— W
EARLY-STAGE NSCLC: v s

Follow-up
On-study: 48 months
Long-term: $15 years

Lymphodepletion
FLU 30 mg/m? and

Aie0-cal mtuctiving: after last liso-cel
AN INTERACTIVE LOCAL WORKSHOP - testment

TUESDAY, JULY 26, 2022 | 6:00-8:00 pv CT e O v venetocex o< vneioden

DL1: 50 x 10° CAR" T cells.
DL2: 100 = 10° CAR" T cells

Continue or restart ibrutinib at enroliment through up to 50 days after liso-cel (or longer if clinical benefit)

Program Chair Program Chair L Program Chair Key Eligibility for Combination Cohort e Dose Escalation: mTPI-2 Design?
Nathan Pennell, MD, Jessica Donington, MD, John Varlotto, MD * R/RCLL/SLL, and 28-day dose-limiting toxicity period
PhD ¢ f MSCR i < Marstel eaity * Progressing on ibrutinib at enroliment, or Primary Objectives
Cleveland Clinic University of Chicago Medicine * High-risk features?and received ibrutinib for « Safety
26 months with less than a CR, or * Determine recommended dose
* BTK or PLCy2 mutations,* or Exploratory Objectives
* Priorib b with no dication to * Antitumor activity (iwCLL 2018)*
ibrutinib - Testing for minimum residual disease (MRD)'
( | = Cellular kinetic profile (qPCR)
C | Join key opinion leaders and other dical logist: diation oncologists, and thoracic *No patient in the combination phase 1 cohort received nonconforming product; *Lower dose was used if prior dose reduction was necessary to manage toxicity; ‘Defined as SD or PD
as best response, or PD after previous response; “Complex cytogenetic abnormalities, del(17p), TPS3 mutated, or unmutated IGHV; *8TK or PLC)2 gene mutation, with or without
surgeons for an in-depth discussion about the current and future treatment paradigms for rogreson ch ibrutinib; "MRD was assessed in blood by flow cytometry and/or in bone marrow by (both with a sensitivity of 10¢).
CY, cyclophosphamide; DL, dose levet; FLU, fludarabine; wCLL, International Workshop on CLL; mTPI, modified t interval; PD, disease; SO, stable disease.
S C I E N C E | Non-Targetable Early-Stage NSCLC. { life sciences 1. GinicalTrials gov. NCT03331198. Accessed May 21, 2021; 2. Guo W, et al. Contemp Clin Trils. 2017;58:23-33; 3 mmm et al. Blood. 2018;131:2745-2760.

Reocioted with Seom William G Wiecda

Note: This image is from a webinar rather than a medical affairs slide deck. Medical affairs tools are
typically proprietary and confidential. However, this image provides an approximation of what the
content may look like.

@n8pennell. Excited to moderate an interactive virtual workshop focused on the current and future treatment paradigms for Non-Targetable
Early Stage NSCLC on Tuesday, July 26, 2022. Please join me and my colleagues for this Workshop by registering via: workshops@-curio-
science.com #LCSM. July 12, 2022. Accessed November 5, 2023.
https://twitter.com/n8pennell/status/1546902176215273473?cxt=HHWWgsC4uavV2fcgAAAA; Wierda WG. Rapid readouts: phase 1 cohort of
TRANSCEND-CLL-004 study. OncLive. Published October 21, 2021. Accessed November 14, 2021. https://www.onclive.com/view/phase-1-
cohort-of-transcend-cll-004-study?utm_source=website&utm_medium=dynamic_content&utm_campaign=in_feed_unit

.
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Continuing Medical Education

#+ODACON

2022 Rare Hematologic Malignancies

Improving Outcomes in Hodgkin Lymphoma
L ouis . Diehl. MD (2) Checkpoint Inhibitors Effective in R/R HL Incorporating Long-Acting MOUD

Professar.of Medicine Nivolumab in Relapsed/Refractory Hodgkin Lymphoma Formu1ati0ns IntO Clinical Practice

A Response Characteristics

Duke University Hospital 5 23 patients Patient No.
- -
Nivolumab 3 mg/kg every 2 weeks e o
Most common drug-related adverse events i{— ._ ason, MSN, NP-C, CARN
were rash and decreased platelet count — > d ';'Cﬂt‘?ra Massachusetts _O.BAT TTA i
12 Ja— > niversity School of Medicine | Boston Medical Center

B | Percentage | ;
(6) Ipilimumab, Nivolumab, and Brentuximab Combination Therapies fee 87% ’
Patients With Relapsed/Refractory Hodgkin Lymphoma ponee 17% .

v

n Hamilton, BSP, MBA, PharmD, RPh
Outpatient Pharmacy Services
edical Center

v

Ipilimumab + nivolumab + - itk ' T i a
Ipilimumab + brentuximab Nivolumab + brentuximab bronindiiaks 5 18% s I % M [0.* a % G R B & CLI K FOR 3 w
A \primumas g B Niwaman grup. € Taplertvesapy oy — =
[re— w0+ = Yellow: ASCT fail; brentuximab vedotin fail % St
- 7 A m—
=8 i Green: No ASCT; brentuximab vedotin fail Odllle 4 Of 4
=t : 90us slom ced ransplant. Blue: no brentuximab vedotin

[ER——————

L B e

Complete response: 57% Complete response: 61% Complete response: 73%

. Grayken Center IiﬂU:
8}3 for Addiction

Boston Mecioa Conter Baston University Schoal of Medicine

<  2lethal adverse events: lated grade 5 itis (3%
<  Grade 3/4 treatment-related events (38%), including rash (13%); colitis, gastritis, pancreatitis and
arthritis, and diabetic ketoacidosis reported, each occurring in 1 patient (2%)

Diatonbach et a, 2020,

Diehl L. Improving outcomes in Hodgkin lymphoma. i3Health CME activity. i3Health. February 15, 2022. Accessed November 29, 2022.
https://www.i3health.com/odacon-hl#overview; Watson K, Hamilton S. Incorporating long-acting MOUD formulations into clinical practice. Supplemental training.
Chobanian & Avedisian School of Medicine. February 1, 20202. Accessed November 29, 2022. https://www.scopeofpain.org/supplemental-training/expanding-
access-to-medications-for-opioid-use-disorder/module-4/
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Needs Assessments

EDUCATIONAL ANALYSIS

Gap #1: Clinicians may be unaware of the current guidelines for the management of asthma
exacerbations in the primary care setting

Learning Objective #1: Describe the current guidelines for the management of asthma
exacerbations and assess the efficacy of empiric antibiotic therapy during treatment

According to the Global Initiative for Asthma (GINA), an asthma exacerbation is defined as a “change
from the patient’s usual status that is sufficient to require a change in treatment.”® In current treatment
guidelines, GINA indicates an objective assessment of lung function, controlled oxygen administration,
inhaled SABA therapy, and systemic corticosteroid administration.® Adjunctive treatment with intravenous
magnesium sulfate or a low-density helium oxygen mixture should be used in severe cases
unresponsive to treatment.’® After treating hypoxemia and reducing airway inflammation, clinicians should
monitor the response to treatment with repeat measurement of lung function, physical examinations, and
pulse oximetry. Upon discharge from the hospital, patients should receive SABA, oral corticosteroids,
inhaled corticosteroids, referral to follow-up care, review of inhaler technique, and environmental control
measures, if needed.!®

According to studies, there is a strong correlation between guideline adherence and reduced risk of
hospitalization."” However, evidence demonstrates limited adherence to guidelines and variation in acute
and chronic care in many hospitals nationwide ® This is most notable with regards to the use of empiric
antibiotics during acute asthma exacerbations.® According to GINA, it is not appropriate to prescribe
antibiotics routinely for asthma exacerbations.® Although bacterial infections can cause exacerbations of
asthma, the frequency of this happening is small. Moreover, antibiotics should not be prescribed in
exacerbation cases unless there are clear signs, symptoms, and laboratory evidence suggesting a
bacterial infection is present.?

A recent national survey conducted at 577 hospitals in the United States found that 58.2% of patients
hospitalized for asthma exacerbations received empiric antibiotic therapy.'? Likewise, approximately 18%
to 22% of patients discharged from EDs for asthma last year received a prescription for an antibiotic.
Researchers concluded that inappropriate antibiotic use in these instances was due to several factors,
such as difficulty differentiating bacterial infections from non-bacterial infections, difficulty differentiating
asthma from chronic obstructive pulmonary disease in the acute care setting, and knowledge gaps
regarding the benefits of antibiotic therapy.'*

Another study, consisting of nearly 20,000 patients throughout more than 500 hospitals in the United
States, determined that antibiotic use in the first 2 days of hospitalization for asthma was common (44%).¢
Additionally, they found that antibiotic use was not associated with better outcomes for patients. In fact,
they stated that the use of empiric antibiotics increased hospital length of stay, hospital costs, and
antibiotic-related diarrhea risk.® Similarly, another study of 681 adults and children hospitalized for
asthma, found limited evidence that treatment with antibiotics improved symptoms or lung function tests
compared to treatment without antibiotics.?

Samples. ProScriptMD. Accessed November 29, 2022. https://proscriptmd.com/samples/needs-assessment/
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Sales Training Modules

E-Learning Modules Print Modules

un

he Greek physician Aretaeus of Cappadocia (AD 81-138)
5 credited with introducing the term diabetes and with giving

he earliest, clear description of the disease.
1. Fill in the blanks for each senter .

retacus considered impuited kidney function have recently designed drugs that approach the
p 5 = » be the cause of the polyuria he observed in kidncy as part of the solution in the trearmene
The kidneys maintain the proper [Dgss wih dibees ™ Neary 2 miflennia of diabetcs. In this lesson you will kearn about

ter we know that polyuria in paticnts with the rationale behind inhibiting ghicose transport

The kidneys secrete the hormones

Physical and Physiological Barriers' productlon. respec

e oy eSS . The kidneys carry out enzymatic r
ey necessary fornormal _____fo

B e camogens teaak tvougn. recaston

\\\ S;:,:.:m““’“_"’ ey The kidneys carry out Activated
e o » platelets

SacerTa WOIeGH WRRANCE

e s itk 2. Which of the following describe |

= aldosterone system is activated
““”,.mw v CASE STUDY: Revisit

 arvy Spprecatly T

O Renin is released by juxtaglon

oy 3 During the discussion the su
Renin is released by juxtaglon wnﬂfent e n) S otk

- . medical oncologist, altemnati
ACE converts angiotensin | to Signal transduction inbibito
Atvinl matil ivnbin mantida inAle  Were not considered as the t

INEIE

Alkemy Partners. Accessed August 2020. https://alkemypartners.com/; What we do. Red Nucleus. Accessed November 14,
2021. https://www.rednucleus.com/whatwedo-learning-and-development.html
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Medical Copywriting

<8> Synergetics®

by Bauich+Lomb

Bipolar Cautery

Single-use intraocular cautery
that directly connects to
multiple vitrectomy platforms
with no adapter needed.

ILLUMINATED

VERSION AVAILABLE

=

SINGLE-USE UNIT

_~~ COMPATIBLE

WITH ALCON CONSTELLATION
VISION SYSTEM

AVAILABLEIN 23 25 & 27 GAUGES

\

BAUSCH+LOMB

Bausch & Lomb. Resources. Accessed November 5, 2023. https://www.bauschsurgical.com/resources/
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SeeNa" Features

Corneal Aberrometry (Zernike)

Zernike analysis of the topographic data provides important
information on spherical aberrations and higher-order aberrations
to aid in lens selection and help surgeons set appropriate

expectations regarding visual acuity after surgery.

Pupillometry

SeeNa" measures Kappa decentration in both photopic and
mesopic conditions to assist in the pre-surgical evaluation of

patients considering multifocal |OLs.
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Patient Education

‘ National Comprehensive
NCCN | Cancer Network

Patient Webinar

Thyroid Cancer

Know What Your
Doctors Know

Thyroid cancer: Who is affected?

* In 2022 there will be ~43,800 new cases of thyroid cancer and ~2,230 deaths

« The median age of thyroid cancer diagnosis is 51 years but it occurs across the
age spectrum and is the most common cancer in patients ages 16-33 years

* 75% of all thyroid cancers occur in women

Estimated Number of US Cancer Survivors by site

Female
Breast 4,055,770
Uterine corpus 891,560
Thyroid 823,800
Ve Melanoma of the skin 713,790
bl Colon & rectum 710,670
Non-Hodgkin lymphoma 394,180
Lung & bronchus 367,570
Uterine cervix 300,240
Ovary 246,940
Kidney & renal pelvis 230,960
Allsites

NCCN

Thyroi

Thyroid cancer basics

Several different types of cancer can
start in the thyroid gland. Most are
curable with the right treatment.
Surgery is recommended for most
thyroid cancers.

The thyroid

The thyroid is a butterfly-shaped gland in the
front of the neck, below the Adam’s apple. It
has two lobes, a right and a left. A thin piece
of tissue called the isthmus connects the
two lobes.

The thyroid makes substances called
hormones that are essential for the body to
function properly. These hormones circulate in
the blood and help regulate body temperature,
blood pressure, heart rate, weight, and

NCCN
GUIDELINES
FOR PATIENTS®

metabolism (how fast food becomes fuel for

your body).

The two main hormones made by the thyra
are thyroxine (T4) and triiodothyronine (T3]
Together, these are often referred to simply
“thyroid hormone.” The thyroid uses a mine
from your diet called iodine to produce thes
hormones. Certain foods and iodized salt
contain iodine.

There are four pea-sized glands on the bac
of the thyroid gland. These are known as tt
parathyroid glands. They control the amour
calcium in your bloodstream

Thyroid nodules

Thyroid nodules are small, often round
areas of abnormal growth within the thyroic
gland. Most are not cancerous. Very small
nodules usually cannot be seen or feit, but

Thyroid gland

The thyroid is a butterfly-shaped
gland in the lower front part of
the neck. It makes hormones
that control blood pressure,
metabolism, and other body
functions.

NCCN Guidelines for Patients*
Thyroid Cancer, 2022

Thyroid cancer: know what your doctors know. National Comprehensive Cancer Network patient webinar. August 29, 2022. Accessed November 29, 2022.
https://www.nccn.org/patientresources/patient-resources/patient-webinars/thyroid-cancer; National Comprehensive Cancer Network. NCCN guidelines for
patients: thyroid cancer v2022.. Accessed November 29, 2022. https://www.nccn.org/patientresources/patient-resources/guidelines-for-patients/guidelines-for-

patients-details?patientGuidelineld=40
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d Cancer

1 Thyroid cancer basics Treatments

This imaging can be done using small doses
of iodine-131 or a similar form of radioactive
iodine called iodine-123. A whole-body RAI
scan is often done when thyroid hormone
replacement therapy is paused. If stopping
thyroid hormone is not recommended for
you, there is another option for doing the
scan. A medication known as thyrotropin alfa
(Thyrogen) can be used. Thyrogen activates
iodine uptake so that hormone replacement
with levothyroxine can be continued during
imaging and therapy.

Radiation therapy

Radiation therapy uses high-energy X-rays
or particles to destroy small areas of cancer.
In the treatment of thyroid cancer, radiation is
given using a large machine outside the body.
This is called external beam radiation therapy
(EBRT).

The use of radiation therapy differs by thyroid
cancer type. Itis rarely used for papillary and

follicular cancers. Anaplastic thyroid cancer,
in contrast, is almost always treated with
radiation therapy.

Radiation therapy may be used for thyroid
cancer that cannot be removed with surgery
and does not respond to RAI therapy.
Radiation therapy can also relieve symptoms
caused by cancer. For thyroid cancer that
has spread, this could include difficulty or
pain swallowing, loss of your voice, or pain or
stiffness in your neck. Additionally, radiation
may also be used in instances where the
cancer has spread to another organ, such

as the lungs or brain, to stop the cancer from
growing in that specific area

You will first have a planning session called a
simulation. You will be placed in the treatment
position and a CT scan or other type of scan
will be done. The CT scan images will be used
to make a radiation plan specifically tailored to
your body and cancer. The plan will specify the

7

Radiation therapy

Radiation therapy uses
high-energy radiation from
x-rays, gamma rays, protons,
and other sources to kill cancer
cells and shrink tumors. Itis
also used to treat pain caused
by cancers.

e,

NCCN Guidefines for Patients*
Thyroid Cancer, 2022
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Skills of a Medical Writer
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Scientific Skills

Data analysis & interpretation
Statistics
Anatomy & physiology
Medical terminology

Drug development

19

Pharmacology
Clinical trials/study design
Literature search
Discernment of reliable resources

Reading comprehension
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Writing Skills

Grammar
Nomenclature & usage
Style & formatting guidelines

Referencing

20

Data visualization

Clarity

Flow

Publication/approval processes
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Professional Skills

Attention to detail
Project management
Independence
Professional etiquette

Conflict management

21

Ethics
Taking criticism
Giving constructive feedback
Guiding clients

Accounting
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Activity

State the key message from the data set

Study Drug Control Drug
N=93 N=95

Median follow-up, months 9.2 8.9
6-month overall survival, % 73 54
Adverse events, n (%) 84 (90.3) 72 (75.8)
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Activity

Translate the technical statement into plain language

“Receptor binding is a crucial step for virion internalization into host
cells, and the interaction between the [envelope] protein and the host
cell via a specific receptor would provide an important avenue for
therapeutic intervention.”

Geiss BJ, Stahla H, Hannah AM, Gari AM, Keenan SM. Focus on flaviviruses: current and future drug
targets. Future Med Chem. 2009;1(2):327-344. d0i:10.4155/fmc.09.27

23
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Activity

Identify the typographical errors

Adolescents (12—-17 years), in the the study population experienced no
long term affects from the study drug,

MMMMMMMMMMMMMMMMMMMMM
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Development Process
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Content Development

Draft Internal Client MLR/PRC

content review review review

*Senior *Med comms

: * Copyedit * Graphic
medical «Fact check Pharma design
Medical writer Medical writer writer ) client oL t Approval
DB e * Instructional o ayou _
director design review O g

Med comms, medical communications; MLR, medical, legal, regulatory; PRC, promotional review committee

L]
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Project Team Members

Medical/Scientific Client Services Client Team _

Medical Writer Account Director Director Instructional Designer

Medical Editor Project Manager Key Opinion Leader Graphic Designer

Scientific Director Medical Reviewer Programmer
Statistician

Scientist/Physician
Manuscript Author

Training Manager
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Know Your Audience

Physician
* Provides medical treatment for patients
e MD, DO

* May have specialized training in the disease state or could provide general care

Scientist (clinical or academic)

* Conducts clinical, preclinical, or bench research

*  PhD, MD

* Specialized knowledge

Medical Science Liaison (MSL)

* Has complex discussion with health care providers regarding the research, data, and science for a pharmaceutical agent

* PhD, PharmD, or another advanced Degree

* Advanced knowledge of life sciences

DO, doctor of osteopathic medicine; MD, doctor of medicine; MSL, medical science liaison; PharmD, doctor of
pharmacy; PhD, doctor of philosophy
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Know Your Audience

Sales Representative
w * Educates health care providers about a company’s pharmaceutical product

¢ BAin business or BS in science

* May or may not have background in life sciences

Business Manager
* Manages business strategy, budgets and financial outcomes, client relationships, etc
* BA or other degree in business or related field

* Little to no background in life sciences

Patient or Patient Advocate

* Receives medical care for a disease or advocates for patients with a certain disease

e Variable education

* May have no background in life sciences or may be very knowledgeable about their disease of interest

BA, bachelor of arts; BS, bachelor of science
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Preparing for a Med Comms Career
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What Can | Do Now to Prepare?

Build a writing portfolio

Present

Get feedback on your writing/communication

Get training on resume, cover letter, and Linkedin writing and interviewing
Get involved

Network

()
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Where Can | Find Medical Wr

G

IIIIOIS

VAL DD LD > o —

iting Jobs?

Medical communications companies
Medical education companies

Pharmaceutical, biotech, or medical device
companies

Contract research organizations (CROs)
Academic institutions

Health care institutions

Public health offices

Government agencies

Publishers

Media outlets

Private foundations

Patient advocacy groups

Professional associations

L ]
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Med Comms Companies

SNXLeve

[
" °
QY redicalleveraze  curtislearning
B CORIGR EORSIGampaty from the science to the sell”

Y=
&/ FLYWHEEL

PRECISION Sclentia

axiom @nucleus illuminate

V JERSADO

TRAINING

Ycuwp

) EVERSANA  Forward EVE‘

Avalere Health.
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http://www.nxlevelsolutions.com/
https://www.eversana.com/
https://axiom.tceg.com/
http://www.forwardeyetechnologies.com/
https://www.cldinc.com/
https://www.rednucleus.com/
https://www.illuminate.net/
http://flywheelpartners.com/
https://www.curtislearning.com/
http://educationalresource.com/
https://versado.com/
https://www.medicalleverage.com/
https://www.precisionscientia.com/
https://avalerehealth.com/

Med Comms Companies
@NIAN\ GROUP” Bio Ascend e ACU MEN «{{2 ProEd
N—

MEDICAL COMMUNICATIONS Communications

. ORYD, \S
TCS, HCG ggsmgsna Ashfield MedComms (-\)po-f 2"l (M

Group
An Ashfield Health Company

Ogilvy Health INVIVO  (opothecom  syneos Healthl)

a RED NUCLEUS company CommUﬁlcatIOﬂS
":::::l’ amm
o - y
MedThink @p Moo W =l
OPEN HEALTH SciCom ARG B NASCENT MEDICAL
pvalue
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MediTech Media"

McCANN
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MEDICAL COMMUNICATIONS

LLC
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https://vaniamgroup.com/
https://www.amiculum.biz/
https://bioascend.com/
https://www.acumenmedcom.com/
https://proed-communications.com/
https://www.hcg-int.com/
https://ashfieldmedcomms.com/
http://www.mccannhealth.com/medical-communications-agencies/
https://www.medthink.com/medthinkscicom
https://www.pharmagenesis.com/
https://ogilvyhealth.com/
https://invivo.com/
https://syneoshealthcommunications.com/
https://www.meditechmedia.com/
http://apothecom.com/
https://www.pvaluecomm.com/
https://www.cumbyconsulting.com/
https://nascentmc.com/
https://heliosmedcomms.com/
https://www.nodemedcom.com/
https://globalrwc.com/
https://www.openhealthgroup.com/

Med Comms Companies

@ ENVISION PHARMA
GROUP

MDBriefCase

TRONTLINE

MEDICAL COMMUNICATIONS
Featuring the M Dedge'namrurk of brands

AXON BlueSky
Engage
E &EARNIN

PROFICIENT 7|

LEARNING AT STICKS

@OMNI

TRAINING TH
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https://www.boldsci.com/
https://www.envisionpharmagroup.com/
https://axon-com.com/
https://www.blueskyelearn.com/
https://www.aquinaslg.com/
https://www.mdbriefcase.com/
https://proficientlearning.com/
https://www.engagerxlearning.com/
https://www.frontlinemedcom.com/
https://apollomedcomms.com/
https://www.omni-hc.com/

What If | Don’t Like Writing?

Other careers in med comms include:

Medical editor

Medical illustrator/graphic designer
Instructional designer

Project manager

Account director

Programmer

MMMMMMMMMMMMMMMMMMMMM
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Association of Medical Illustrators. View art & animations. Accessed November 5,
2023. https://www.ami.org/medical-illustration/view-art-and-animations
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Medical lllustration

The Accessory Nerve CN XI Pathway

N XI) arises fi spinal root, both of which have
different origins and destinations. The cranial root traverses the jugular foramen and eventually
joins with the vagus nerve (CN X). The spinal root ascends through the foramen magnum and
crosses the jugular foramen, where it with =)

™)

Jugular foramen
Glossopharyngeal (I,

Vagus (X) n.

Hypoglossal (X1} .

Spinal nerve C1-C2

Branch to

Root Branching

PP Brtemal o
‘branchof the
Accessory n.

@ Cranialroot @ Spinal i

The cranial root carries branchiomotor (aformation to the
The spinal

2 Eel] pezius. joi
enter the jugular foramen. The cranial root then diverges as
ind joins the

vagus nerve.

% Decoding Cancer Immunology: Hunting Hidden Tumors

ProgressiveAutc 1e Disease
Chronic Rheumatic
Heart Disease

11/06/2023

A

Using a collar incision about 2 cm
above the sternal notch, the incision
is made through subcutaneous fat
down to the level of the strap muscles
(stemohyoid and stemothyroid)

The inferior thyroid
vein is identified and
suture ligated

Medical Writing as a Career m

The cervical strap muscles are identified
and separated down the cervical linea alba
to expose the thyroid gland

The isthmus can be divided to
allow for greater maobilization
while maintaining a

smaller incision

aletheia
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Additional Resources
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Professional Societies

A\l

MEDICAL WRITERS‘“
ASSOCIATION

The Resource for Medical Communicators

ISMPP

International
Society

for Medical
Publication
Professionals”

EUROPEAN
MEDICAL
WRITERS
ASSOCIATION

REGULATORY
AFFAIRS
PROFESSIONALS
SOCIETY

BELS¢

Board of Editors in the Life Sciences

Medical®

s
Affairs
Pro_fessional

Society

L ]
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https://www.amwa.org/
https://www.emwa.org/
https://www.ismpp.org/
https://www.bels.org/
https://www.raps.org/
https://medicalaffairs.org/

Professional Societies

EDITORIAL

FREELANCERS ASSOCIATION OF
A HEALTH CARE JOURNALISTS
A S S O c I AT I O N Improving public understanding of health and health care

/ ASSOCIATION of NATIONAL ASSOCIATION OF
/ MEDICAL ILLUSTRATORS IENCEWRITERS" LTEN

Illuminating the Science of Life ENCES TRAINERS & EDUCATORS NETWORK
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https://www.councilscienceeditors.org/
https://www.the-efa.org/
https://healthjournalism.org/
https://www.ami.org/
https://www.nasw.org/
https://www.l-ten.org/

Courses and Training

bweekcourse freelance medical writing course

Prospology coaching for freelance medical writing

RAPS courses for regulatory writing

Duke University Regulatory Affairs Training Program (free)

Stanford science writing course

University of Chicago medical writing certificate

AMWA Essential Skills certificate

Global's Clinical Evaluation Report (CER) Writing Internship Program

Whitsell Innovations regulatory writing internship
Certified CME Professional (CCMEP) certification

Introduction to the Principles and Practice of Clinical Research

AMWA, American Medical Writers Association; CER, clinical evaluation report; med comms, medical
communications; RAPS, Regulatory Affairs Professionals Society.
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https://6weekcourse.com/
https://prospology.com/
https://www.raps.org/education/courses?type=bundles
https://medschool.duke.edu/research/research-support/research-support-offices/office-regulatory-affairs-and-quality-3
https://online.stanford.edu/courses/som-y0010-writing-sciences
https://professional.uchicago.edu/find-your-fit/certificates/medical-writing-and-editing/curriculum
https://info.amwa.org/medical-communication-essential-skills-for-success
https://globalrwc.com/cer-writing-internship-program/
https://www.whitsellinnovations.com/careers/
https://nccme.org/
https://ocreco.od.nih.gov/courses/ippcr.html

Networking

« AMWA Conference
e CMEPalooza Conference
* The Anthill

AMWA Engage

AMWA, American Medical Writers Association; CME, continuing medical education.
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https://www.amwa.org/page/Conference
https://cmepalooza.com/who-are-we/
https://the-anthill.mn.co/
https://engage.amwa.org/home
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Recruiters

Barrington James

Albion Rye Associates

EPM Scientific
Planet Pharma
ALKU

MMMMMMMMMMMMMMMMMMMMM
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https://barringtonjames.com/
https://albionryeassociates.com/
https://www.epmscientific.com/
https://www.planet-pharma.com/
https://www.alku.com/

Other Resources

 AMWA Blog

e Types of Medical Writing

* How to Become a Medical Writer

« AMWA 2019 Salary Survey

* NetworkPharma webinars and videos about medcomms
« Medcomms Networking YouTube channel

e Health Writer Hub

* Writing tests for med comms job interviews

* Cheeky Scientist

 HittList (email newsletter with job postings)

AMWA, American Medical Writers Association.
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http://blog.amwa.org/
https://blog.amwa.org/what-types-of-medical-writing-are-there
https://blog.amwa.org/how-to-become-a-medical-writer
https://www.amwa.org/page/Salary_Survey
https://networkpharma.tv/
https://www.youtube.com/channel/UCRtXe15-uQXj74WP6n1e32A
https://www.healthwriterhub.com/about/
https://www.healthwriterhub.com/how-to-nail-your-next-writing-test-in-a-job-interview-2/
https://cheekyscientist.com/
https://nascentmc.com/the-hittlist/

Other Resources

* |nternational Journal of Medical Education

e Accreditation Council for Continuing Medical Education

e Alliance for Continuing Education in the Health Professions

 FDA Office of Prescription Drug Promotion

* Medical Writers Speak podcast

e Pharmaceutical Marketers Directory
e Writer’s Market
e The Mighty Marketer

FDA, Food and Drug Administration.
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https://www.ijme.net/
https://accme.org/
https://www.acehp.org/
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/office-prescription-drug-promotion-opdp
https://medicalwritersspeak.libsyn.com/
https://www.thepmd.com/
https://writersmarket.com/
https://www.themightymarketer.com/
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