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FDA NEWS RELEASE

FDA Permits Marketing of First Game-Based Digital Therapeutic to Improve Attention Function in Children with
ADHD

June 15,2020

https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-game-based-
digital-therapeutic-improve-attention-function-children-adhd

EndeavorRx
https://www.endeavorrx.com/treatment/
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BEBRLNA (BARE) LOBE

 BESROTALOREEEDRS
« 4 E&F& : Certain/ Probable (likely)/ Possible/ Unlikely

- EhEMZRTEIT BEF
« Time relationship (FITARBICEEZESERIMEUH)
- Pathophysiology (EiwMIICAEUISDN)
- Competing causes (BEERzEUMMOIEBHRON)
 De-challenge (T AZPIEUTEESERMNEKRITIN)
 Re-challenge (M AZBHRULTEEERIHIRITIN)

(Edwards et al., Lancet, 2000)
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(Dreher, Fortschr Neurol Psychiatr, 1999)
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ERIEHE B\

FE 2.8 14.0
mpz) 4.7 13.8
B 10.5 10.8

. [+ . 14,
ERNRE WE BRIBAL e 29 148
=Unlikely Adverse Event =Possible Adverse Event 2R 1.8 14.4
ies 1.2 12.0
/ \ /T IBS 7.7 10.3
BAET 2.6 15.8
— e St | [ — — EfE 3.7 13.8
BENEEHNC BEHEEHNC FBENEHIC 2B VR (2 R /B o e
A Ya il SBRRNE ST L BEEH EBHE ST R, 7.7 12.6
5T 1.2 15.0
BEPRFEE 0.4 12.4
(e S 1.2 13.2
bk 3| K 3B/ NEFAT cﬁﬁ%ﬁggﬁ 8.2 1;.;
Over-recognition Under-recognition e 140 e
0-14% 2-16% T 0.2 6.9
20t 0.4 2.0

(Kikuchi T, J Affective Disorder, 2011)

RAFREOREIEADLISARE

« EYEEDBESR(E50-90%DEECHIRITSD

« — . ABHEECBIFREFELRUVRIR (unwanted effects) (&
3%HhH515%EHETFEEIND
(Mays &Franks, 1985; Mohr, 1995; Roback, 2000; Moos,
2005;Boisvert & Faust, 2007; Jarrett, 2007; Berk & Parker,2009)
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RHEEDRIERZEEULSETHH
UE-ATR checklist

EFELRBVESR (Unwanted event : UE)
o SEBELHTUTEUR AT IREER
BEREEE (Treatment-emergent reaction)
o SAEICIOTEHUETOUE

EBE&IL (Adverse treatment reaction : ATR)
o BEYINAEICL S TEURETOUE

FEt)aERIS (Malpractice reaction : MPR)
o RNEYIREBEICI O TEUEERTOUE

BEMEKXIS (Treatment non-response)
o SBBEICLIERENMESNBVARETATRIPMPRTHZIED

JREBIEE (Deterioration of illness)
o REBOEIRDEILUIREETUEATR, MPRTH2CEE

saEURY (Therapeutic risk)
Z=&IE (Contraindication)

UE classes
Lack of clear treatment results
Prolongation of treatment
Non-compliance of the patient
Emergence of new symptoms
Deterioration of symptoms
Negative well-being of the patient

Strains in the patient—therapist relationship
Very good patient-therapist relationship

Strains in family relations

Changes in family relations

Strains in work relations

Changes in the work situation

Sick leave of the patient

Problems in the extended social net
Any change in the life circumstances
of the patient

Stigmatization

Present Context

Relation

Severity

Glossary of ratings

Context of development

1. Diagnostic procedures

2. Theoretical orientations

3. Selection of the treatment focus
4. Treatment procedures

5. Sensitization processes

6. Disinhibition processes

7. Treatment effects

8. Therapist—patient relationship

Relation to treatment
1. Unrelated
2. Probably unrelated
3. Possibly related
4. Probably related
5. Related

Severity

1. Mild, without consequences

2. Moderate, distressing

3. Severe, in need of countermeasures

4. Very severe, lasting negative consequences

5. Extremely severe, hospitalization required,
or life threatening

(Linden M, Clin Psychol Psychother, 2013)
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