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BACKGROUND OBJECTIVES RESULTS Tasks 1 -6 and Task 8

e Somatuline® Depot (lanreotide) Injection is a long-acting somatostatin analog formulation e A simulated-use design validation study was conducted to evaluate e 81% of participants were female, 63% were right handed, and age ranged * All of the participants successfully completed these tasks (Table 5)
approved in the United States for use in*: the effects of the changes in the IFU on usability of the lanreotide from 26 to 68 years old (Table 3) — Checked the dose/date in at least 1 location
— Long-term treatment of patients with acromegaly who have had an inadequate response device in a group of HCPs who did not receive training in the use of e 16 HCPs of various disciplines, ranging from medical assistant to physician, — Selected the correct injection site
to or cannot be treated with surgery and/or radiation therapy the device were enrolled and completed the study (Table 4) - Removgd r‘ghe pludnlger protector q he full | h of th
— Treatment of patients with unresectable, well- or moderately-differentiated, locally : : — Inserted the needle at 90°, penetrated to the full length of the
advanced or metastatic gastroenteropancreatic neuroendocrine tumors to improve AIms Demographics needle, and compressed the plunger to the bottom in order to
orogression-free survival e To determine if the changes made to the lanreotide device and 4 N inject all of the medication
e Lanreotide, available in 60 mg, 9o mg, and 120 mg doses, is provided in a unique, IFU .enhancet the “usability” for the intended users, uses, and use Table 3. Participant Demographics — Allowed the needle to retract, placing the needle in a safe
orefilled, single-use syringe with an integrated sharps injury prevention feature CNVITONMENts Gender, n (%) state
* The new laneotid Ijection device (Fgure) was designed to improvetreatment METHODS 5 61 Task 7 Maintain Pressure on Plunger
P e Thic <tudv adhered to FDA euid + and included the follow: Male 3 (19) e Most participants (88% [14/16]) correctly maintained pressure on
4 h elei?ninlftsy adnered 1o suldances ahd ihciuded the Totowing Handedness, n (%) the plunger after delivery of a full dose, which keeps the needle
Figure. Graphic illustration of the lanreotide device _ i - - Right handed 10 (6 extended until it is removed from the patient’s body (Table 5)
8 P Ident[ﬁed z;nd recruited representative HCP users who were S (63 — Not maintaining pressure after delivery of a full dose has no
untrained in the use of the lanreotide device Left handed 5 (31) measurable clinical impact
— Test]n.g was performed. in an environment that mlmlc.kec actual.use Ambidextrous 1 (6) « Results in automatic retraction of the needle, placing the
— Par|t|c:|p§u;]ts were .prowded the IFU and proceeded with performing Age in vears, n (%) device in a safe state automatically
@ = | tasis without a55|stan.ce . 18-30 2 (12) » |t is not possible to activate the safety mechanism prior to
: — Performance was monitored for evidence of use errors and near delivery of the full dose
misses 31-40 3 (19)
— Participants were engaged in assessment-of-use issues 41-50 4 (25)
: 1-60 2
Subjects S oo ‘o CONCLUSIONS
. y * Participants were HCPs who did not receive training in the use of the . Changes to the IFU proposed by the FDA and addition of
lanreotide device 9 y, .
, , , , , the label to the plunger protector successfully mitigated
e The design of the lanreotide device was improved to enhance user protection from Study Design oreviously observed use events and improved use of the
fcxgg;},i[gllwnoefeglr?esetcljcllgsgtuhz:?dui:ng a rigid plastic needle cap e Participants performed a series of tasks while their behavior was g A prefilled lanreotide injection device by untrained HCPs
— Sharps injury prevention feature that automatically retracts the needle once the complete . IrDeaCr(t)ircCilsgnts were given the product packaging materials, prefilled Table 4 Participant Employment Role and Educatlonal Level Untrained HCPs were able to successfully use the prefilled
dose has been administered device, and the IFU (Table 2) ’ Employment Role Educational Level lanreotide depot injection device, with no observed events
Human Factors in Medical Devices - N Medical assistant 2 (13) Associate degree or trade school with .melasurable clinical impact R | |
e Simulated-use design studies were conducted to identify and mitigate potential risks a user Table 2. Structure of the Testine Session Licensed practical nurse 1 (6) Some college/university + In thls simulated-use s_tgdy, IanreotKIJIe injection device with
may experience when hand“ng the device?:3 ° g Nurse ( 6) Associate degree or trade school (2) the |ntegrated SharpS Injury-preventhn feature was shown
e A previous simulated-use study of the lanreotide device observed use events (ie, use Part|g|pants.comple’ged a one-on-one testing session up to 9 G College/u%iversity degree (4) to have acceptable “usability” for the intended users, uses,
errors, near misses, and operational difficulties) in the tasks:? 30 minutes in duration Master’s degree (3) and use environments
— Twist and pull to remove plunger protector Participants received the materials they would receive upon - : Lo
— Continue compressing plunger to bottom delivery of the product: Physician assistant 1 (6) College/university degree
— Maintain pressure on plunger after delivery of the dose , , o o , Physician 3 (19) MD/DO degree
_ Allow the needle to retract Ehet prefilled syringe with integrated sharps injury prevention
° Easad og tge rez\lélts. O'ftth? preE/Fi[c))'lAJj simg..?te(f[l.-use study? alzjd req.uest.(?dtch?r?ggs ftromt.the cature N / ACKNOWLEDGMENTS
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for use (lFU)’ to enhance the usablllty of the lanreotide device (Table 1) : lask Complet/on Ipsen I;giopharmacezticals, Inc., to I\/\edvgl Scientpiﬁc Information pServices, L{C,
~ R Outer packaging (box) 4 A Skillman, NJ, USA.
Table 1. Changes Made in Device and IFU Based on Previous Study Findings Inner packaging (pouch) T?ble 5. Percent?ge Ef Untrained HCPs With Successful Completion Corrisponding author: Daphhne T. Adecllmzzjn,l Fein%erg Shchool of I\/\dedicine,
: of Device Critical Tasks Northwestern University, Chicago, IL; d-adelman@northwestern.edu
Device-Related Changes The drug facts information
Label added on outside of plunger protector prompting users to remove the plunger Percentage of HCPs REFERENCES

orotector before use ![_CP(S:l SIS (af‘slll(edd t(?tl"rleadl JE[he ltFU alnf F?e.rf"[.m Onﬁ injetCti.Ol,:. Withf Wiéh Sufcte,SSfUI 1. Somatuline® Depot (lanreotide) Injection [prescribing information]. Basking
ne device \iiedad wi el 10 Stimutate Injection Cnaracteristics o ombpletion : : : .
IFU-Related Changes the actual product) usi%g a mannequin alnd injection pad %p(n) Ridge, NJ. Ipsen Biopharmaceuticals, Inc.; 2014.

Specified that the user has to check the dose/expiration date on at least 1 of 3 locations: 2. 5mith SL, et al. ENDO g5th Annual Meeting, June 15-18, 2013, San Francisco,

the primary container closure (ie, actual syringe), aluminum sachet (ie, the pouch), or Before injecting, participants were asked how they would position 1. Choose injection site 100 (16) CA. Poster SUN-288. | |
external packaging (the box/carton) the mannequin for the injection and the mannequin was placed 3. gz'tg‘ StL’ e;SIiI. EQDO 95th Annual Meeting, June 15-18, 2013, San Francisco,
- 0 into position 2. Verify dose/date 100 (16) . Foster "207.
Specified to mse.rt the n.eedle at a 9.0. angle . P 4. US Department of Health and Human Services. Center for Devices and
Included safety information emphasizing the importance of: Participants were asked to place the injection pad on the 3. Twist and pull to remove plunger protector 100 (16) Radiological Health. Applying Human Factors and Usability Engineering to
Selecting the correct injection site mannequin at their intended injection site ) Medical Devices: Guidance for Industry and Food and Drug Administration
Inserting the needle to full depth . o , . 4. Insert needle at 90 100 (16) Staff. February 3, 2016. Available at: http://www.fda.gov/downloads/
. , . This allowed the assessment of participants’ understanding of MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/
ncreased importance of removal of plunger protector before attempting to inject proper positioning and injection location 5. Penetrate to full length of needle 100 (16) UCM259760. Accessed March 11, 2016
ncreased emphasis on continuing to compress plunger to bottom for full dose : :
| HHTS . | . ) 6. Continue compressing plunger to bottom 100 (16) DISCLOSURES
ncreased importance of maintaining pressure on plunger to activate needle retraction Mainta: l for del f A Comenn . | .  bfer Chenkere b o
ncreased emphasis on allowing needle to retract | 7 thzll’(ljltgég pressure on plunger after delivery o 88 (14) " .E on[su tantl, iasma, Ipsen, Novartis, Pfizer; Speakers bureau, Pfizer
nstruction added stating Somatuline® Depot should be administered by healthcare Data Collection : Employee, Ipsen | N
orofessionals e Direct observation of behavior and subjective participant assessments 8. Allow the needle to retract 100 (16) IAP: Corlllsultatr}t,. Igsen, Nrc])vartls; Stpleakc?[rs llaureau,L CejlgeneI<I Eli Ltl.lly,SGenefptech,
g y e The percentage of participants who successfully completed each task PSEN, MOVArtls; Researth SUPPOTL, Inyte, 1psen, LexXiton, MOVArtis, >anof
related to specific changes in the IFU and device was reported N ~
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