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HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed to use 
ADLYXIN safely and effectively.  See full prescribing information for 
ADLYXIN.  

ADLYXIN (lixisenatide) injection, for subcutaneous use 
Initial U.S. Approval: 2016 

----------------------------INDICATIONS AND USAGE---------------------------
<?GTSDI _i W ]bkYW]ed*b_a[ f[fj_Z[*. %BGK*.& h[Y[fjeh W]ed_ij _dZ_YWj[Z Wi

Wd WZ`kdYj je Z_[j WdZ [n[hY_i[ je _cfhel[ ]boY[c_Y Yedjheb _d WZkbji m_j^ jof[
/ Z_WX[j[i c[bb_jki %.&+

G_c_jWj_edi e\ Pi[ %.&7

� CWi dej X[[d ijkZ_[Z _d fWj_[dji m_j^ Y^hed_Y fWdYh[Wj_j_i eh W ^_ijeho e\

kd[nfbW_d[Z fWdYh[Wj_j_i+ >edi_Z[h ej^[h Wdj_Z_WX[j_Y j^[hWf_[i _d fWj_[dji
m_j^ W ^_ijeho e\ fWdYh[Wj_j_i+

� Iej \eh jh[Wjc[dj e\ jof[ . Z_WX[j[i eh Z_WX[j_Y a[jeWY_Zei_i+

� CWi dej X[[d ijkZ_[Z _d YecX_dWj_ed m_j^ i^ehj WYj_d] _dikb_d+

� CWi dej X[[d ijkZ_[Z _d fWj_[dji m_j^ ]WijhefWh[i_i WdZ _i dej h[Yecc[dZ[Z
_d fWj_[dji m_j^ ]WijhefWh[i_i+

----------------------DOSAGE AND ADMINISTRATION-----------------------
� Dd_j_Wj[ Wj .- cY] edY[ ZW_bo \eh .1 ZWoi+ Jd ?Wo .2) _dYh[Wi[ ZeiW][ je /-

cY] edY[ ZW_bo %/+.&+

� <Zc_d_ij[h edY[ ZW_bo m_j^_d ed[ ^ekh X[\eh[ j^[ \_hij c[Wb e\ j^[ ZWo

%/+/&+

� Dd`[Yj ikXYkjWd[ekibo _d j^[ WXZec[d) j^_]^ eh kff[h Whc %/+/&+

---------------------DOSAGE FORMS AND STRENGTHS----------------------
� Dd`[Yj_ed7 2- cY],cG _d 0 cG _d ]h[[d fh[\_bb[Z f[d %\eh .1 fh[*i[j Zei[i8

.- cY] f[h Zei[& %0&+

� Dd`[Yj_ed7 .-- cY],cG _d 0 cG _d Xkh]kdZo fh[\_bb[Z f[d %\eh .1 fh[*i[j

Zei[i8 /- cY] f[h Zei[& %0&+

-------------------------------CONTRAINDICATIONS------------------------------
Cof[hi[di_j_l_jo je <?GTSDI eh Wdo fheZkYj Yecfed[dji+ Cof[hi[di_j_l_jo
h[WYj_edi _dYbkZ_d] WdWf^obWn_i ^Wl[ eYYkhh[Z m_j^ <?GTSDI %1&+

-----------------------WARNINGS AND PRECAUTIONS------------------------
� <dWf^obWn_i WdZ N[h_eki Cof[hi[di_j_l_jo M[WYj_edi7 ?_iYedj_dk[

<?GTSDI WdZ fhecfjbo i[[a c[Z_YWb WZl_Y[ %2+.&+

� KWdYh[Wj_j_i7 ?_iYedj_dk[ fhecfjbo _\ fWdYh[Wj_j_i _i ikif[Yj[Z+ ?e dej
h[ijWhj _\ fWdYh[Wj_j_i _i Yed\_hc[Z+ >edi_Z[h ej^[h Wdj_Z_WX[j_Y j^[hWf_[i _d

fWj_[dji m_j^ W ^_ijeho e\ fWdYh[Wj_j_i %2+/&+

� I[l[h i^Wh[ <?GTSDI f[d X[jm[[d fWj_[dji) [l[d _\ j^[ d[[Zb[ _i Y^Wd][Z
%2+0&+

� Cofe]boY[c_W m_j^ >edYec_jWdj ki[ e\ Nkb\edobkh[W eh =WiWb Ddikb_d7

R^[d <?GTSDI _i ki[Z m_j^ W ikb\edobkh[W eh XWiWb _dikb_d) Yedi_Z[h
bem[h_d] j^[ Zei[ e\ j^[ ikb\edobkh[W eh XWiWb _dikb_d je h[ZkY[ j^[ h_ia e\

^ofe]boY[c_W+ %2+1&+

� <Ykj[ F_Zd[o Dd`kho7 Hed_jeh h[dWb \kdYj_ed _d fWj_[dji m_j^ h[dWb
_cfW_hc[dj h[fehj_d] i[l[h[ WZl[hi[ ]Wijhe_dj[ij_dWb h[WYj_edi+ <?GTSDI

_i dej h[Yecc[dZ[Z _d fWj_[dji m_j^ [dZ ijW][ h[dWb Z_i[Wi[ %2+2&+

� Dcckde][d_Y_jo7 KWj_[dji cWo Z[l[bef Wdj_XeZ_[i je b_n_i[dWj_Z[+ D\ j^[h[ _i

mehi[d_d] ]boY[c_Y Yedjheb eh \W_bkh[ je WY^_[l[ jWh][j[Z ]boY[c_Y Yedjheb)
i_]d_\_YWdj _d`[Yj_ed i_j[ h[WYj_edi eh Wbb[h]_Y h[WYj_edi) Wbj[hdWj_l[

Wdj_Z_WX[j_Y j^[hWfo i^ekbZ X[ Yedi_Z[h[Z %2+3&+

� HWYhelWiYkbWh JkjYec[i7 >b_d_YWb ijkZ_[i ^Wl[ dej i^emd cWYhelWiYkbWh
h_ia h[ZkYj_ed m_j^ <?GTSDI eh Wdo ej^[h Wdj_Z_WX[j_Y Zhk] %2+4&+

------------------------------ADVERSE REACTIONS-------------------------------
O^[ ceij Yecced WZl[hi[ h[WYj_edi %v2$& e\ fWj_[dji jh[Wj[Z m_j^

<?GTSDI Wh[ dWki[W) lec_j_d]) ^[WZWY^[) Z_Whh^[W) Z_pp_d[ii) WdZ
^ofe]boY[c_W %3+.&+

To report SUSPECTED ADVERSE REACTIONS, contact sanofi-aventis 
at 1-800-633-1610 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch. 

------------------------------DRUG INTERACTIONS-------------------------------
� <?GTSDI Z[bWoi ]Wijh_Y [cfjo_d] m^_Y^ cWo _cfWYj WXiehfj_ed e\
YedYec_jWdjbo WZc_d_ij[h[Z ehWb c[Z_YWj_edi+ JhWb c[Z_YWj_edi j^Wj Wh[

fWhj_YkbWhbo Z[f[dZ[dj ed j^h[i^ebZ YedY[djhWj_edi \eh [\\_YWYo) ikY^ Wi
Wdj_X_ej_Yi) eh c[Z_YWj_edi \eh m^_Y^ W Z[bWo _d [\\[Yj _i kdZ[i_hWXb[) ikY^

Wi WY[jWc_def^[d) i^ekbZ X[ WZc_d_ij[h[Z . ^ekh X[\eh[ <?GTSDI %4+.)

./+0&+

� JhWb YedjhWY[fj_l[i i^ekbZ X[ jWa[d Wj b[Wij . ^ekh X[\eh[ <?GTSDI

WZc_d_ijhWj_ed eh .. ^ekhi W\j[h j^[ Zei[ e\ <?GTSDI %4+.) ./+0&+

-----------------------USE IN SPECIFIC POPULATIONS------------------------
Kh[]dWdYo7 <?GTSDI i^ekbZ X[ ki[Z Zkh_d] fh[]dWdYo edbo _\ j^[ fej[dj_Wb
X[d[\_j `kij_\_[i j^[ fej[dj_Wb h_ia je j^[ \[jki %5+.&+

See 17 for PATIENT COUNSELING INFORMATION and Medication 
Guide. 
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FULL PRESCRIBING INFORMATION 

1 INDICATIONS AND USAGE 

<?GTSDI _i _dZ_YWj[Z Wi Wd WZ`kdYj je Z_[j WdZ [n[hY_i[ je _cfhel[ ]boY[c_Y Yedjheb _d WZkbji

m_j^ jof[ / Z_WX[j[i c[bb_jki+

G_c_jWj_edi e\ Pi[: 
� <?GTSDI ^Wi dej X[[d ijkZ_[Z _d fWj_[dji m_j^ Y^hed_Y fWdYh[Wj_j_i eh W ^_ijeho e\

kd[nfbW_d[Z fWdYh[Wj_j_i+ >edi_Z[h ej^[h Wdj_Z_WX[j_Y j^[hWf_[i _d fWj_[dji m_j^ W ^_ijeho

e\ fWdYh[Wj_j_i [see Warnings and Precautions (5.2)]. 
� <?GTSDI _i dej W ikXij_jkj[ \eh _dikb_d+ <?GTSDI _i dej _dZ_YWj[Z \eh ki[ _d fWj_[dji

m_j^ jof[ . Z_WX[j[i c[bb_jki eh \eh jh[Wjc[dj e\ Z_WX[j_Y a[jeWY_Zei_i+

� O^[ YedYkhh[dj ki[ e\ <?GTSDI m_j^ i^ehj WYj_d] _dikb_d ^Wi dej X[[d ijkZ_[Z WdZ _i

dej h[Yecc[dZ[Z+

� <?GTSDI ^Wi dej X[[d ijkZ_[Z _d fWj_[dji m_j^ ]WijhefWh[i_i WdZ _i dej h[Yecc[dZ[Z _d

fWj_[dji m_j^ ]WijhefWh[i_i+

2 DOSAGE AND ADMINISTRATION 

2.1 Dosing Instructions 

� O^[ ijWhj_d] Zei[ e\ <?GTSDI _i .- cY] ikXYkjWd[ekibo edY[ ZW_bo \eh .1 ZWoi+

� DdYh[Wi[ j^[ Zei[ je j^[ cW_dj[dWdY[ Zei[ e\ /- cY] edY[ ZW_bo ijWhj_d] ed ?Wo .2+

2.2 Important Administration Instructions 

� DdijhkYj fWj_[dji WdZ YWh[]_l[hi ed j^[ fh[fWhWj_ed WdZ ki[ e\ j^[ f[d fh_eh je \_hij ki[ e\

<?GTSDI+ OhW_d_d] i^ekbZ _dYbkZ[ W fhWYj_Y[ _d`[Yj_ed+

� Ddif[Yj <?GTSDI l_ikWbbo X[\eh[ ki[+ Dj i^ekbZ Wff[Wh Yb[Wh WdZ Yebehb[ii+ ?e dej ki[

<?GTSDI _\ fWhj_YkbWj[ cWjj[h eh YebehWj_ed _i i[[d+

� <Zc_d_ij[h <?GTSDI Xo ikXYkjWd[eki _d`[Yj_ed _d j^[ WXZec[d) j^_]^ eh kff[h Whc

edY[ ZW_bo+

� MejWj[ _d`[Yj_edi i_j[i m_j^ [WY^ Zei[+ ?e dej ki[ j^[ iWc[ i_j[ \eh [WY^ _d`[Yj_ed+

� DdijhkYj fWj_[dji je WZc_d_ij[h Wd _d`[Yj_ed e\ <?GTSDI m_j^_d ed[ ^ekh X[\eh[ j^[ \_hij

c[Wb e\ j^[ ZWo fh[\[hWXbo j^[ iWc[ c[Wb [WY^ ZWo+ D\ W Zei[ _i c_ii[Z) WZc_d_ij[h

<?GTSDI m_j^_d ed[ ^ekh fh_eh je j^[ d[nj c[Wb+

� DdijhkYj fWj_[dji je fhej[Yj j^[ f[d \hec b_]^j Xo a[[f_d] _j _d _ji eh_]_dWb fWYaW]_d] WdZ

je Z_iYWhZ f[d .1 ZWoi W\j[h _ji \_hij ki[+

3 DOSAGE FORMS AND STRENGTHS 

<?GTSDI _i W Yb[Wh iebkj_ed \eh ikXYkjWd[eki _d`[Yj_ed WlW_bWXb[ Wi7

� 2- cY],cG _d 0 cG iebkj_ed _d W ]h[[d i_d]b[*fWj_[dj ki[ fh[\_bb[Z f[d %\eh .1 Zei[i8 .-

cY],Zei[&
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� .-- cY],cG _d 0 cG iebkj_ed _d W Xkh]kdZo i_d]b[*fWj_[dj ki[ fh[\_bb[Z f[d %\eh .1

Zei[i8 /- cY],Zei[&

4 CONTRAINDICATIONS 

<?GTSDI _i YedjhW_dZ_YWj[Z _d fWj_[dji m_j^ ademd ^of[hi[di_j_l_jo je b_n_i[dWj_Z[ eh je Wdo

Yecfed[dj e\ <?GTSDI+ Cof[hi[di_j_l_jo h[WYj_edi _dYbkZ_d] WdWf^obWn_i ^Wl[ eYYkhh[Z m_j^

<?GTSDI [see Warnings and Precautions (5.1) and Adverse reactions (6.1)]. 

5 WARNINGS AND PRECAUTIONS 

5.1 Anaphylaxis and Serious Hypersensitivity Reactions 
Dd Yb_d_YWb jh_Wbi e\ <?GTSDI) j^[h[ ^Wl[ X[[d YWi[i e\ WdWf^obWn_i Z[j[hc_d[Z je X[ h[bWj[Z je

<?GTSDI %\h[gk[dYo e\ -+.$ eh .- YWi[i f[h .-)--- fWj_[dj*o[Whi&+ Jj^[h i[h_eki

^of[hi[di_j_l_jo h[WYj_edi _dYbkZ_d] Wd]_e[Z[cW Wbie eYYkhh[Z [see Adverse Reactions (6.1)]. 

Dd\ehc WdZ Ybei[bo ced_jeh fWj_[dji m_j^ W ^_ijeho e\ WdWf^obWn_i eh Wd]_e[Z[cW m_j^ Wdej^[h

BGK*. h[Y[fjeh W]ed_ij \eh Wbb[h]_Y h[WYj_edi) X[YWki[ _j _i kdademd m^[j^[h ikY^ fWj_[dji m_bb

X[ fh[Z_ifei[Z je WdWf^obWn_i m_j^ <?GTSDI+ <?GTSDI _i YedjhW_dZ_YWj[Z _d fWj_[dji m_j^

ademd ^of[hi[di_j_l_jo je b_n_i[dWj_Z[ [see Contraindications (4)]. D\ W ^of[hi[di_j_l_jo h[WYj_ed
eYYkhi) j^[ fWj_[dj i^ekbZ Z_iYedj_dk[ <?GTSDI WdZ fhecfjbo i[[a c[Z_YWb Wjj[dj_ed+

5.2 Pancreatitis 
<Ykj[ fWdYh[Wj_j_i) _dYbkZ_d] \WjWb WdZ ded*\WjWb ^[cehh^W]_Y eh d[Yhej_p_d] fWdYh[Wj_j_i) ^Wi

X[[d h[fehj[Z feijcWha[j_d] _d fWj_[dji jh[Wj[Z m_j^ BGK*. h[Y[fjeh W]ed_iji+ Dd Yb_d_YWb jh_Wbi e\

<?GTSDI) j^[h[ m[h[ /. YWi[i e\ fWdYh[Wj_j_i Wced] <?GTSDI*jh[Wj[Z fWj_[dji WdZ .1 YWi[i

_d YecfWhWjeh*jh[Wj[Z fWj_[dji %_dY_Z[dY[ hWj[ e\ /. li+ .4 f[h .-)--- fWj_[dj*o[Whi&+ <?GTSDI

YWi[i m[h[ h[fehj[Z Wi WYkj[ fWdYh[Wj_j_i %d:0&) fWdYh[Wj_j_i %d:./&) Y^hed_Y fWdYh[Wj_j_i %d:2&)

WdZ [Z[cWjeki fWdYh[Wj_j_i %d:.&+ Nec[ fWj_[dji ^WZ h_ia \WYjehi \eh fWdYh[Wj_j_i) ikY^ Wi W

^_ijeho e\ Y^eb[b_j^_Wi_i eh WbYe^eb WXki[+

<\j[h _d_j_Wj_ed e\ <?GTSDI) eXi[hl[ fWj_[dji YWh[\kbbo \eh i_]di WdZ iocfjeci e\ fWdYh[Wj_j_i

%_dYbkZ_d] f[hi_ij[dj i[l[h[ WXZec_dWb fW_d) iec[j_c[i hWZ_Wj_d] je j^[ XWYa WdZ m^_Y^ cWo eh

cWo dej X[ WYYecfWd_[Z Xo lec_j_d]&+ D\ fWdYh[Wj_j_i _i ikif[Yj[Z) fhecfjbo Z_iYedj_dk[

<?GTSDI WdZ _d_j_Wj[ Wffhefh_Wj[ cWdW][c[dj+ D\ fWdYh[Wj_j_i _i Yed\_hc[Z) Ze dej h[ijWhj

<?GTSDI+ >edi_Z[h Wdj_Z_WX[j_Y j^[hWf_[i ej^[h j^Wd <?GTSDI _d fWj_[dji m_j^ W ^_ijeho e\

fWdYh[Wj_j_i+

5.3 Never Share ADLYXIN Pen Between Patients 
<?GTSDI f[di i^ekbZ d[l[h X[ i^Wh[Z X[jm[[d fWj_[dji) [l[d _\ j^[ d[[Zb[ _i Y^Wd][Z+ K[d*

i^Wh_d] fei[i W h_ia \eh jhWdic_ii_ed e\ XbeeZ*Xehd[ fWj^e][di+

5.4 Hypoglycemia with Concomitant Use of Sulfonylurea or Basal Insulin 
KWj_[dji h[Y[_l_d] <?GTSDI _d YecX_dWj_ed m_j^ XWiWb _dikb_d eh W ikb\edobkh[W ^Wl[ Wd

_dYh[Wi[Z h_ia e\ ^ofe]boY[c_W+ Dd fWj_[dji h[Y[_l_d] ikb\edobkh[W m_j^ eh m_j^ekj c[j\ehc_d)

.1+2$ fWj_[dji ed <?GTSDI h[fehj[Z iocfjecWj_Y ^ofe]boY[c_W YecfWh[Z je .-+3$ \eh j^ei[

ed fbWY[Xe+ Dd fWj_[dji h[Y[_l_d] XWiWb _dikb_d m_j^ eh m_j^ekj c[j\ehc_d) /5+0$ fWj_[dji ed
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<?GTSDI h[fehj[Z iocfjecWj_Y ^ofe]boY[c_W YecfWh[Z je /0+-$ \eh j^ei[ ed fbWY[Xe+ Dd

fWj_[dji h[Y[_l_d] XWiWb _dikb_d m_j^ ikb\edobkh[W) 14+/$ fWj_[dji ed <?GTSDI h[fehj[Z

iocfjecWj_Y ^ofe]boY[c_W YecfWh[Z je /.+3$ \eh j^ei[ ed fbWY[Xe+ M[ZkYj_ed _d j^[ Zei[ e\

ikb\edobkh[W eh XWiWb _dikb_d cWo X[ d[Y[iiWho+ [see Adverse Reactions (6.1) and Drug 
Interactions (7.2)]. 

5.5 Acute Kidney Injury 
<Ykj[ a_Zd[o _d`kho WdZ mehi[d_d] e\ Y^hed_Y h[dWb \W_bkh[) m^_Y^ cWo iec[j_c[i h[gk_h[

^[ceZ_Wboi_i ^Wi X[[d h[fehj[Z feijcWha[j_d] _d fWj_[dji jh[Wj[Z m_j^ BGK*. h[Y[fjeh W]ed_iji+

Nec[ e\ j^[i[ [l[dji m[h[ h[fehj[Z _d fWj_[dji m_j^ekj ademd kdZ[hbo_d] h[dWb Z_i[Wi[+ <

cW`eh_jo e\ j^[ h[fehj[Z [l[dji eYYkhh[Z _d fWj_[dji m^e ^WZ [nf[h_[dY[Z dWki[W) lec_j_d])

Z_Whh^[W) eh Z[^oZhWj_ed+

Hed_jeh h[dWb \kdYj_ed m^[d _d_j_Wj_d] eh [iYWbWj_d] Zei[i e\ <?GTSDI _d fWj_[dji m_j^ h[dWb

_cfW_hc[dj WdZ _d fWj_[dji h[fehj_d] i[l[h[ ]Wijhe_dj[ij_dWb h[WYj_edi+ <?GTSDI _i dej

h[Yecc[dZ[Z _d fWj_[dji m_j^ [dZ ijW][ h[dWb Z_i[Wi[ [see Use in Specific Populations (8.6)]. 

5.6 Immunogenicity 

KWj_[dji cWo Z[l[bef Wdj_XeZ_[i je b_n_i[dWj_Z[ \ebbem_d] jh[Wjc[dj m_j^ <?GTSDI+ < feeb[Z

WdWboi_i e\ ijkZ_[i e\ b_n_i[dWj_Z[*jh[Wj[Z fWj_[dji i^em[Z j^Wj 4-$ m[h[ Wdj_XeZo fei_j_l[ Wj

R[[a /1+ Dd j^[ ikXi[j e\ fWj_[dji %/+1 $& m_j^ j^[ ^_]^[ij Wdj_XeZo YedY[djhWj_edi

%;.-- dceb,G&) Wd Wjj[dkWj[Z ]boY[c_Y h[ifedi[ mWi eXi[hl[Z+ < ^_]^[h _dY_Z[dY[ e\ Wbb[h]_Y

h[WYj_edi WdZ _d`[Yj_ed i_j[ h[WYj_edi eYYkhh[Z _d Wdj_XeZo fei_j_l[ fWj_[dji+ [see Warnings and 
Precautions (5.1), Adverse Reactions (6.2)]+

D\ j^[h[ _i mehi[d_d] ]boY[c_Y Yedjheb eh \W_bkh[ je WY^_[l[ jWh][j[Z ]boY[c_Y Yedjheb) i_]d_\_YWdj

_d`[Yj_ed i_j[ h[WYj_edi eh Wbb[h]_Y h[WYj_edi) Wbj[hdWj_l[ Wdj_Z_WX[j_Y j^[hWfo i^ekbZ X[ Yedi_Z[h[Z

[see Adverse Reactions (6.1)]+

5.7 Macrovascular Outcomes 
>b_d_YWb ijkZ_[i ^Wl[ dej i^emd cWYhelWiYkbWh h_ia h[ZkYj_ed m_j^ <?GTSDI eh Wdo ej^[h

Wdj_Z_WX[j_Y Zhk] [see Clinical Studies (14)]+

6 ADVERSE REACTIONS 
O^[ \ebbem_d] i[h_eki h[WYj_edi Wh[ Z[iYh_X[Z X[bem eh [bi[m^[h[ _d j^[ fh[iYh_X_d] _d\ehcWj_ed7

� <dWf^obWn_i WdZ N[h_eki Cof[hi[di_j_l_jo M[WYj_edi [see Warnings and Precautions 
(5.1)] 

� KWdYh[Wj_j_i [see Warnings and Precautions (5.2)] 
� Cofe]boY[c_W m_j^ >edYec_jWdj Pi[ e\ Nkb\edobkh[W eh =WiWb Ddikb_d [see Warnings 

and Precautions (5.4)] 
� M[dWb AW_bkh[ [see Warnings and Precautions (5.5)] 
� Dcckde][d_Y_jo [see Warnings and Precautions (5.6)] 

6.1 Clinical Trials Experience 
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=[YWki[ Yb_d_YWb jh_Wbi Wh[ YedZkYj[Z kdZ[h m_Z[bo lWho_d] YedZ_j_edi) WZl[hi[ h[WYj_ed hWj[i

eXi[hl[Z _d j^[ Yb_d_YWb jh_Wbi e\ W Zhk] YWddej X[ Z_h[Yjbo YecfWh[Z je hWj[i _d j^[ Yb_d_YWb jh_Wbi

e\ Wdej^[h Zhk] WdZ cWo dej h[\b[Yj j^[ hWj[i eXi[hl[Z _d fhWYj_Y[+

Keeb e\ KbWY[Xe*>edjhebb[Z Oh_Wbi

O^[ ZWjW _d OWXb[ . Wh[ Z[h_l[Z \hec j^[ fbWY[Xe*Yedjhebb[Z jh_Wbi [see Clinical Studies (14)]+

O^[i[ ZWjW h[\b[Yj [nfeikh[ e\ /536 fWj_[dji je <?GTSDI WdZ W c[Wd ZkhWj_ed e\ [nfeikh[ je

<?GTSDI e\ /.+4 m[[ai+ <Yheii j^[ jh[Wjc[dj Whci) j^[ c[Wd W][ e\ fWj_[dji mWi 23+. o[Whi)

/+0$ m[h[ 42 o[Whi eh ebZ[h WdZ 15+/$ m[h[ cWb[+ O^[ fefkbWj_ed _d j^[i[ ijkZ_[i mWi 30+4$

R^_j[) /+3$ =bWYa eh <\h_YWd <c[h_YWd) 0/+-$ <i_Wd8 .5+6$ m[h[ e\ C_ifWd_Y eh GWj_de

[j^d_Y_jo+ <j XWi[b_d[) j^[ fefkbWj_ed ^WZ Z_WX[j[i \eh Wd Wl[hW][ e\ 5+/ o[Whi WdZ ^WZ W c[Wd

CX<.Y e\ 5+.$+ <j XWi[b_d[) ..+/$ e\ j^[ fefkbWj_ed h[fehj[Z h[j_defWj^o+ =Wi[b_d[ [ij_cWj[Z

h[dWb \kdYj_ed mWi dehcWb eh c_bZbo _cfW_h[Z %[BAM v3- cG,c_d,.+40 c
/
& _d 62+0$ e\ j^[

feeb[Z ijkZo fefkbWj_edi+

OWXb[ . i^emi Yecced WZl[hi[ h[WYj_edi) [nYbkZ_d] ^ofe]boY[c_W) WiieY_Wj[Z m_j^ j^[ ki[ e\

<?GTSDI _d j^[ feeb e\ fbWY[Xe*Yedjhebb[Z jh_Wbi+ O^[i[ WZl[hi[ h[WYj_edi m[h[ dej fh[i[dj Wj

XWi[b_d[) eYYkhh[Z ceh[ Yeccedbo ed <?GTSDI j^Wd ed fbWY[Xe) WdZ eYYkhh[Z _d Wj b[Wij 2$

e\ fWj_[dji jh[Wj[Z m_j^ <?GTSDI+

Table 1: Adverse Reactions R%*)+,%$ '( -#" )& ADLYXIN-Treated Patients with Type 2 Diabetes Mellitus 
and Occurring More Frequently Compared to Placebo 

Placebo ADLYXIN 

Adverse reaction (N=1639) (N=2869) 

IWki[W 3$ /2$

Qec_j_d] /$ .-$

C[WZWY^[ 3$ 6$

?_Whh^[W 3$ 5$

?_pp_d[ii 1$ 4$

*hypoglycemia is discussed separately 

Gastrointestinal Adverse Reactions 
Dd j^[ feeb e\ fbWY[Xe*Yedjhebb[Z jh_Wbi) ]Wijhe_dj[ij_dWb WZl[hi[ h[WYj_edi eYYkhh[Z ceh[

\h[gk[djbo Wced] fWj_[dji h[Y[_l_d] <?GTSDI j^Wd fbWY[Xe %fbWY[Xe .5+1$) <?GTSDI

06+4$&+ Heh[ fWj_[dji h[Y[_l_d] <?GTSDI %1+0$& Z_iYedj_dk[Z jh[Wjc[dj Zk[ je

]Wijhe_dj[ij_dWb WZl[hi[ h[WYj_edi j^Wd fWj_[dji h[Y[_l_d] fbWY[Xe %-+2$&+ Ddl[ij_]Wjehi ]hWZ[Z

j^[ i[l[h_jo e\ ]Wijhe_dj[ij_dWb WZl[hi[ h[WYj_edi eYYkhh_d] ed <?GTSDI Wi xc_bZy _d 31+/$ e\

YWi[i) xceZ[hWj[y _d 0/+0$ e\ YWi[i) eh xi[l[h[y _d 0+2$ e\ YWi[i+ O^[ cW`eh_jo e\ j^[i[ WZl[hi[

h[WYj_edi eYYkhh[Z Zkh_d] j^[ \_hij 0 m[[ai W\j[h ijWhj_d] jh[Wjc[dj+

Dd WZZ_j_ed je j^[ h[WYj_edi _d OWXb[ .) j^[ \ebbem_d] WZl[hi[ h[WYj_edi m[h[ h[fehj[Z _d ;/$ e\

fWj_[dji WdZ ceh[ \h[gk[djbo _d <?GTSDI*jh[Wj[Z fWj_[dji j^Wd fbWY[Xe %\h[gk[dY_[i b_ij[Z)

h[if[Yj_l[bo) Wi7 fbWY[Xe8 <?GTSDI&7 Zoif[fi_W %-+/$) 0+/$&) Yedij_fWj_ed %.+5$) /+5$&)

WXZec_dWb Z_ij[di_ed %-+6$) /+/$&) WXZec_dWb fW_d kff[h %-+6$) /+/$&) WXZec_dWb fW_d %.+2$)

/+-$&+
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Hypoglycemia 
NocfjecWj_Y ^ofe]boY[c_W mWi Z[\_d[Z Wi Wd [l[dj m_j^ Yb_d_YWb iocfjeci j^Wj m[h[

Yedi_Z[h[Z je h[ikbj \hec W ^ofe]boY[c_Y [f_ieZ[ m_j^ Wd WYYecfWdo_d] fbWicW ]bkYei[ 93-

c],ZG eh WiieY_Wj[Z m_j^ fhecfj h[Yel[ho W\j[h ehWb YWhXe^oZhWj[) _djhWl[deki ]bkYei[) eh

]bkYW]ed WZc_d_ijhWj_ed _\ de fbWicW ]bkYei[ lWbk[ mWi WlW_bWXb[+

N[l[h[ iocfjecWj_Y ^ofe]boY[c_W mWi Z[\_d[Z Wi Wd [l[dj m_j^ Yb_d_YWb iocfjeci j^Wj m[h[

Yedi_Z[h[Z je h[ikbj \hec ^ofe]boY[c_W _d m^_Y^ j^[ fWj_[dj h[gk_h[Z j^[ Wii_ijWdY[ e\ Wdej^[h

f[hied) WiieY_Wj[Z m_j^ W fbWicW ]bkYei[ b[l[b X[bem 03 c],ZG eh) WiieY_Wj[Z m_j^ fhecfj

h[Yel[ho W\j[h ehWb YWhXe^oZhWj[) _djhWl[deki ]bkYei[) eh ]bkYW]ed WZc_d_ijhWj_ed _\ de fbWicW

]bkYei[ mWi WlW_bWXb[+

OWXb[ / ikccWh_p[i j^[ _dY_Z[dY[ e\ iocfjecWj_Y ^ofe]boY[c_W WdZ i[l[h[ ^ofe]boY[c_W _d

i[l[d fbWY[Xe*Yedjhebb[Z [\\_YWYo,iW\[jo ijkZ_[i+

Table 2: Incidence (%) of Symptomatic Hypoglycemia and Severe Hypoglycemia in Patients with Type 2 
Diabetes Mellitus During the 24-week Main Treatment Period 

Background therapy Placebo ADLYXIN 

Monotherapy# 

NocfjecWj_Y %$&

N[l[h[ %$&

N=122 

/

-

N=239 

/

-

With Metformin 

NocfjecWj_Y %$&

N[l[h[ %$&

N=432 

.

-

N=946 

0

-

With Sulfonylurea +/- metformin 

NocfjecWj_Y %$&

N[l[h[ %$&

N=377 

..

-

N=656 

.2

-+/

With Pioglitazone +/- metformin 

NocfjecWj_Y %$&

N[l[h[ %$&

N=161 

.

-

N=323 

0

-

With Basal insulin +/- metformin 

NocfjecWj_Y %$&

N[l[h[ %$&

N=213 

/0

-

N=374 

/5

.

With Basal insulin +/- sulfonylurea 

NocfjecWj_Y %$&

N[l[h[ %$&

N=111 

//

-

N=108 

14

-

With Insulin Glargine and metformin +/-
thiazolidinedione 

NocfjecWj_Y %$&

N[l[h[ %$&

N=223 

.1

-

N=223 

//

-+1
#
./*m[[a jh[Wjc[dj ZkhWj_ed

Injection site reactions 
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Dd`[Yj_edi i_j[ h[WYj_edi %[+]+) fW_d) fhkh_jki WdZ [hoj^[cW& m[h[ h[fehj[Z ceh[ \h[gk[djbo _d

<?GTSDI*jh[Wj[Z fWj_[dji %1$& j^Wd fbWY[Xe jh[Wj[Z fWj_[dji %/ $&+

Anaphylaxis and Hypersensitivity 
Dd j^[ <?GTSDI Z[l[befc[dj fhe]hWc WdWf^obWn_i YWi[i m[h[ WZ`kZ_YWj[Z+ <dWf^obWn_i mWi

Z[\_d[Z Wi W ia_d eh ckYeiWb b[i_ed e\ WYkj[ edi[j WiieY_Wj[Z m_j^ Wj b[Wij . ej^[h eh]Wd ioij[c

_dlebl[c[dj+ Nocfjeci ikY^ Wi ^ofej[di_ed) bWhod][Wb [Z[cW eh i[l[h[ XhedY^eifWic YekbZ X[

fh[i[dj Xkj m[h[ dej h[gk_h[Z \eh j^[ YWi[ Z[\_d_j_ed+ Heh[ YWi[i WZ`kZ_YWj[Z Wi c[[j_d] j^[

Z[\_d_j_ed \eh WdWf^obWn_i eYYkhh[Z _d <?GTSDI*jh[Wj[Z fWj_[dji %_dY_Z[dY[ hWj[ e\ -+/$ eh .3

YWi[i f[h .-)--- fWj_[dj o[Whi& j^Wd fbWY[Xe jh[Wj[Z fWj_[dj %_dY_Z[dY[ hWj[ e\ -+.$ eh 4 YWi[i f[h

.-)--- fWj_[dj o[Whi&+

<bb[h]_Y h[WYj_edi %ikY^ Wi WdWf^obWYj_Y h[WYj_ed) Wd]_e[Z[cW WdZ khj_YWh_W& WZ`kZ_YWj[Z Wi

feii_Xbo h[bWj[Z je j^[ ijkZo c[Z_YWj_ed m[h[ eXi[hl[Z ceh[ \h[gk[djbo _d <?GTSDI*jh[Wj[Z

fWj_[dji %-+1$& j^Wd fbWY[Xe*jh[Wj[Z fWj_[dj %-+/$& [see Warnings and Precautions (5.1)]+

6.2 Immunogenicity 
Dd j^[ feeb e\ 6 fbWY[Xe*Yedjhebb[Z ijkZ_[i) 4-$ e\ fWj_[dji [nfei[Z je b_n_i[dWj_Z[ j[ij[Z

fei_j_l[ \eh Wdj_*b_n_i[dWj_Z[ Wdj_XeZ_[i Zkh_d] j^[ jh_Wbi+ Dd j^[ ikXi[j e\ fWj_[dji %/+1$& m_j^ j^[

^_]^[ij Wdj_XeZo YedY[djhWj_edi %;.-- dceb,G&) Wd Wjj[dkWj[Z ]boY[c_Y h[ifedi[ mWi eXi[hl[Z+

< ^_]^[h _dY_Z[dY[ e\ Wbb[h]_Y h[WYj_edi WdZ _d`[Yj_ed i_j[ h[WYj_edi eYYkhh[Z _d Wdj_XeZo fei_j_l[

fWj_[dji+ [see Warnings and Precautions (5.6)] 

<dj_*b_n_i[dWj_Z[ Wdj_XeZo Y^WhWYj[h_pWj_ed ijkZ_[i ^Wl[ Z[cedijhWj[Z j^[ fej[dj_Wb \eh

Z[l[befc[dj e\ Wdj_XeZ_[i Yheii*h[WYj_l[ m_j^ [dZe][deki BGK*. WdZ ]bkYW]ed) Xkj j^[_h

_dY_Z[dY[ ^Wi dej X[[d \kbbo Z[j[hc_d[Z WdZ j^[ Yb_d_YWb i_]d_\_YWdY[ e\ j^[i[ Wdj_XeZ_[i _i dej

Ykhh[djbo ademd+

Ie _d\ehcWj_ed h[]WhZ_d] j^[ fh[i[dY[ e\ d[kjhWb_p_d] Wdj_XeZ_[i _i Ykhh[djbo WlW_bWXb[+

O^[ Z[j[Yj_ed e\ Wdj_XeZo \ehcWj_ed _i ^_]^bo Z[f[dZ[dj ed j^[ i[di_j_l_jo WdZ if[Y_\_Y_jo e\ j^[

WiiWo+ <ZZ_j_edWbbo) j^[ eXi[hl[Z _dY_Z[dY[ e\ Wdj_XeZo %_dYbkZ_d] d[kjhWb_p_d] Wdj_XeZo&

fei_j_l_jo _d Wd WiiWo cWo X[ _d\bk[dY[Z Xo i[l[hWb \WYjehi _dYbkZ_d] WiiWo c[j^eZebe]o) iWcfb[

^WdZb_d]) j_c_d] e\ iWcfb[ Yebb[Yj_ed) YedYec_jWdj c[Z_YWj_edi) WdZ kdZ[hbo_d] Z_i[Wi[+ Aeh

j^[i[ h[Wiedi) j^[ _dY_Z[dY[ e\ Wdj_XeZ_[i je b_n_i[dWj_Z[ YWddej X[ Z_h[Yjbo YecfWh[Z m_j^ j^[

_dY_Z[dY[ e\ Wdj_XeZ_[i m_j^ ej^[h fheZkYji+

7 DRUG INTERACTIONS 

7.1 Delayed Gastric Emptying Effects on Oral Medications 
<?GTSDI Z[bWoi ]Wijh_Y [cfjo_d] m^_Y^ cWo h[ZkY[ j^[ hWj[ e\ WXiehfj_ed e\ ehWbbo

WZc_d_ij[h[Z c[Z_YWj_edi+ Pi[ YWkj_ed m^[d YeWZc_d_ij[h_d] ehWb c[Z_YWj_edi j^Wj ^Wl[ W

dWhhem j^[hWf[kj_Y hWj_e eh j^Wj h[gk_h[ YWh[\kb Yb_d_YWb ced_jeh_d]+ O^[i[ c[Z_YWj_edi i^ekbZ X[

WZ[gkWj[bo ced_jeh[Z m^[d YedYec_jWdjbo WZc_d_ij[h[Z m_j^ <?GTSDI+ D\ ikY^ c[Z_YWj_edi

Wh[ je X[ WZc_d_ij[h[Z m_j^ \eeZ) fWj_[dji i^ekbZ X[ WZl_i[Z je jWa[ j^[c m_j^ W c[Wb eh idWYa

m^[d <?GTSDI _i dej WZc_d_ij[h[Z+
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JhWb c[Z_YWj_edi j^Wj Wh[ fWhj_YkbWhbo Z[f[dZ[dj ed j^h[i^ebZ YedY[djhWj_edi \eh [\\_YWYo) ikY^ Wi

Wdj_X_ej_Yi) eh c[Z_YWj_edi \eh m^_Y^ W Z[bWo _d [\\[Yj _i kdZ[i_hWXb[) ikY^ Wi WY[jWc_def^[d)

i^ekbZ X[ WZc_d_ij[h[Z Wj b[Wij . ^ekh X[\eh[ <?GTSDI _d`[Yj_ed [see Clinical Pharmacology 
(12.3)]. 

KWj_[dji jWa_d] ehWb YedjhWY[fj_l[i i^ekbZ X[ WZl_i[Z je jWa[ j^[c Wj b[Wij . ^ekh X[\eh[

<?GTSDI WZc_d_ijhWj_ed eh Wj b[Wij .. ^ekhi W\j[h j^[ Zei[ e\ <?GTSDI [see Clinical 
Pharmacology (12.3)]. 

7.2 Dosage Adjustment of Sulfonylurea or Basal Insulin with Concomitant Use with 
ADLYXIN 
R^[d <?GTSDI _i WZZ[Z je W ikb\edobkh[W eh XWiWb _dikb_d) j^[h[ _i W fej[dj_Wb h_ia e\

^ofe]boY[c_W+ < h[ZkYj_ed e\ j^[ YedYec_jWdjbo WZc_d_ij[h[Z ikb\edobkh[W eh XWiWb _dikb_d cWo

X[ d[Y[iiWho+ [see Warnings and Precautions (5.4) and Adverse Reactions (6.1)]. 

8 USE IN SPECIFIC POPULATIONS 

8.1 Pregnancy 
M_ia NkccWho

O^[ b_c_j[Z WlW_bWXb[ ZWjW m_j^ b_n_i[dWj_Z[ _d fh[]dWdj mec[d Wh[ dej ik\\_Y_[dj je _d\ehc W

Zhk]*WiieY_Wj[Z h_ia e\ cW`eh X_hj^ Z[\[Yji WdZ c_iYWhh_W][+ O^[h[ Wh[ h_iai je j^[ cej^[h WdZ

\[jki WiieY_Wj[Z m_j^ feehbo Yedjhebb[Z Z_WX[j[i _d fh[]dWdYo [see Clinical Considerations]. 
=Wi[Z ed Wd_cWb h[fheZkYj_ed ijkZ_[i) j^[h[ cWo X[ h_iai je j^[ \[jki \hec [nfeikh[ je

b_n_i[dWj_Z[ Zkh_d] fh[]dWdYo+ <?GTSDI i^ekbZ X[ ki[Z Zkh_d] fh[]dWdYo edbo _\ j^[ fej[dj_Wb

X[d[\_j `kij_\_[i j^[ fej[dj_Wb h_ia je j^[ \[jki+

G_n_i[dWj_Z[ WZc_d_ij[h[Z je fh[]dWdj hWji WdZ hWXX_ji Zkh_d] eh]Wde][d[i_i mWi WiieY_Wj[Z m_j^

l_iY[hWb Ybeikh[ WdZ ia[b[jWb Z[\[Yji Wj ioij[c_Y [nfeikh[i j^Wj Z[Yh[Wi[Z cWj[hdWb \eeZ _djWa[

WdZ m[_]^j ]W_d Zkh_d] ][ijWj_ed) WdZ j^Wj Wh[ .*j_c[ WdZ 3*j_c[i ^_]^[h j^Wd j^[ /- cY],ZWo

Yb_d_YWb Zei[) h[if[Yj_l[bo) XWi[Z ed fbWicW <P> [see Data]+

O^[ [ij_cWj[Z XWYa]hekdZ h_ia e\ cW`eh X_hj^ Z[\[Yji _i 3*.-$ _d mec[d m_j^ fh[*][ijWj_edWb

Z_WX[j[i m_j^ W CX<.Y ;4 WdZ ^Wi X[[d h[fehj[Z je X[ Wi ^_]^ Wi /-*/2$ _d mec[d m_j^ W

CX<.Y ;.-+ O^[ [ij_cWj[Z XWYa]hekdZ h_ia e\ c_iYWhh_W][ \eh j^[ _dZ_YWj[Z fefkbWj_ed _i

kdademd+ Dd j^[ P+N+ ][d[hWb fefkbWj_ed) j^[ [ij_cWj[Z XWYa]hekdZ h_ia e\ cW`eh X_hj^ Z[\[Yji

WdZ c_iYWhh_W][ _d Yb_d_YWbbo h[Ye]d_p[Z fh[]dWdY_[i _i /*1$ WdZ .2*/-$) h[if[Yj_l[bo+

>b_d_YWb >edi_Z[hWj_edi
Disease-associated maternal and/or embryo/fetal risk 

Keehbo Yedjhebb[Z Z_WX[j[i _d fh[]dWdYo _dYh[Wi[i j^[ cWj[hdWb h_ia \eh Z_WX[j_Y a[jeWY_Zei_i) fh[*

[YbWcfi_W) ifedjWd[eki WXehj_edi) fh[j[hc Z[b_l[ho) ij_bbX_hj^ WdZ Z[b_l[ho Yecfb_YWj_edi+ Keehbo

Yedjhebb[Z Z_WX[j[i _dYh[Wi[i j^[ \[jWb h_ia \eh cW`eh X_hj^ Z[\[Yji) ij_bb X_hj^) WdZ cWYheiec_W

h[bWj[Z cehX_Z_jo+

?WjW

Animal Data 
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Dd fh[]dWdj hWji h[Y[_l_d] jm_Y[ ZW_bo ikXYkjWd[eki Zei[i e\ /+2) 02) eh 2-- cY],a] Zkh_d]

eh]Wde][d[i_i %][ijWj_ed ZWo 3 je .4&) \[jki[i m[h[ fh[i[dj m_j^ l_iY[hWb Ybeikh[ Z[\[Yji %[+]+)

c_Yhef^j^Wbc_W) X_bWj[hWb Wdef^j^Wbc_W) Z_Wf^hW]cWj_Y ^[hd_W& WdZ ijkdj[Z ]hemj^+ DcfW_h[Z

eii_\_YWj_ed WiieY_Wj[Z m_j^ ia[b[jWb cWb\ehcWj_edi %[+]+) X[dj b_cXi) iYWfkbW) YbWl_Yb[) WdZ

f[bl_i& m[h[ eXi[hl[Z Wj v2 cY],a],ZWo) h[ikbj_d] _d ioij[c_Y [nfeikh[ j^Wj _i .*j_c[ j^[

/- cY],ZWo Yb_d_YWb Zei[) XWi[Z ed fbWicW <P>+ ?[Yh[Wi[i _d cWj[hdWb XeZo m[_]^j) \eeZ

Yedikcfj_ed) WdZ cejeh WYj_l_jo m[h[ eXi[hl[Z YedYkhh[dj m_j^ j^[ WZl[hi[ \[jWb \_dZ_d]i) m^_Y^

Yed\ekdZi j^[ _dj[hfh[jWj_ed e\ h[b[lWdY[ e\ j^[i[ cWb\ehcWj_edi je j^[ ^kcWd h_ia Wii[iic[dj+

KbWY[djWb jhWdi\[h e\ b_n_i[dWj_Z[ je Z[l[bef_d] hWj \[jki[i _i bem m_j^ W YedY[djhWj_ed hWj_e _d

\[jWb,cWj[hdWb fbWicW e\ -+.$+

Dd fh[]dWdj hWXX_ji h[Y[_l_d] jm_Y[ ZW_bo ikXYkjWd[eki Zei[i e\ /+2) /2) /2- cY],a] Zkh_d]

eh]Wde][d[i_i %][ijWj_ed ZWo 3 je .5&) \[jki[i m[h[ fh[i[dj m_j^ ckbj_fb[ l_iY[hWb WdZ ia[b[jWb

cWb\ehcWj_edi) _dYbkZ_d] Ybeikh[ Z[\[Yji) Wj v2 cY],a],ZWo eh ioij[c_Y [nfeikh[i j^Wj Wh[ 3*

j_c[i j^[ /- cY],ZWo Yb_d_YWb Zei[) XWi[Z ed fbWicW <P>+ ?[Yh[Wi[i _d cWj[hdWb XeZo m[_]^j)

\eeZ Yedikcfj_ed) WdZ cejeh WYj_l_jo m[h[ eXi[hl[Z YedYkhh[dj m_j^ j^[ \[jWb \_dZ_d]i) m^_Y^

Yed\ekdZi j^[ _dj[hfh[jWj_ed e\ h[b[lWdY[ e\ j^[i[ cWb\ehcWj_edi je j^[ ^kcWd h_ia Wii[iic[dj+

KbWY[djWb jhWdi\[h e\ b_n_i[dWj_Z[ je Z[l[bef_d] hWXX_j \[jki[i _i bem m_j^ W YedY[djhWj_ed hWj_e _d

\[jWb,cWj[hdWb fbWicW e\ u-+0$+ Dd W i[YedZ ijkZo _d fh[]dWdj hWXX_ji) de Zhk]*h[bWj[Z

cWb\ehcWj_edi m[h[ eXi[hl[Z \hec jm_Y[ ZW_bo ikXYkjWd[eki Zei[i e\ -+.2) .+-) WdZ /+2 cY],a]

WZc_d_ij[h[Z Zkh_d] eh]Wde][d[i_i) h[ikbj_d] _d ioij[c_Y [nfeikh[i kf je 6*j_c[i j^[ Yb_d_YWb

[nfeikh[ Wj /- cY],ZWo) XWi[Z ed fbWicW <P>+

Dd fh[]dWdj hWji ]_l[d jm_Y[ ZW_bo ikXYkjWd[eki Zei[i e\ /) /-) eh /-- cY],a] \hec ][ijWj_ed ZWo

3 j^hek]^ bWYjWj_ed) Z[Yh[Wi[i _d cWj[hdWb XeZo m[_]^j) \eeZ Yedikcfj_ed) cejeh WYj_l_jo m[h[

eXi[hl[Z Wj Wbb Zei[i+ Na[b[jWb cWb\ehcWj_edi WdZ _dYh[Wi[Z fkf cehjWb_jo m[h[ eXi[hl[Z Wj 1--

cY],a],ZWo) m^_Y^ _i Wffhen_cWj[bo /--*j_c[i j^[ /- cY],ZWo Yb_d_YWb Zei[) XWi[Z ed cY],c
/
+

8.2 Lactation 
M_ia NkccWho

O^[h[ _i de _d\ehcWj_ed h[]WhZ_d] j^[ fh[i[dY[ e\ <?GTSDI _d ^kcWd c_ba) j^[ [\\[Yji ed j^[

Xh[Wij\[Z _d\Wdj) eh j^[ [\\[Yji ed c_ba fheZkYj_ed+ Cem[l[h) b_n_i[dWj_Z[ _i fh[i[dj _d hWj c_ba

[see Data]. O^[ Z[l[befc[djWb WdZ ^[Wbj^ X[d[\_ji e\ Xh[Wij\[[Z_d] i^ekbZ X[ Yedi_Z[h[Z Wbed]
m_j^ j^[ cej^[h{i Yb_d_YWb d[[Z \eh b_n_i[dWj_Z[ WdZ Wdo fej[dj_Wb WZl[hi[ [\\[Yji ed j^[ Xh[Wij\[Z

_d\Wdj \hec b_n_i[dWj_Z[ eh \hec j^[ kdZ[hbo_d] cWj[hdWb YedZ_j_ed+

?WjW

Animal Data 
< ijkZo _d bWYjWj_d] hWji i^em[Z bem %6+1$& jhWdi\[h e\ b_n_i[dWj_Z[ WdZ _ji c[jWXeb_j[i _dje c_ba

WdZ d[]b_]_Xb[ %-+-.$& b[l[bi e\ kdY^Wd][Z b_n_i[dWj_Z[ f[fj_Z[ _d j^[ ]Wijh_Y Yedj[dji e\

m[Wd_d] e\\ifh_d]+

8.4 Pediatric Use 
NW\[jo WdZ [\\[Yj_l[d[ii e\ <?GTSDI ^Wl[ dej X[[d [ijWXb_i^[Z _d f[Z_Wjh_Y fWj_[dji X[bem .5

o[Whi e\ W][+

8.5 Geriatric Use 
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Dd K^Wi[ / WdZ 0Yedjhebb[Z Yb_d_YWb ijkZ_[i e\ <?GTSDI) W jejWb e\ .504 %/2$& e\ j^[ fWj_[dji

[nfei[Z je j^[ ijkZo c[Z_YWj_ed m[h[ 32 o[Whi e\ W][ WdZ el[h WdZ /55 %1$& m[h[ 42 o[Whi e\

W][ WdZ el[h+ Ie el[hWbb Z_\\[h[dY[i m[h[ eXi[hl[Z _d iW\[jo eh [\\[Yj_l[d[ii X[jm[[d j^[i[

fWj_[dji WdZ oekd][h fWj_[dji) Xkj _dZ_l_ZkWb i[di_j_l_jo YWddej X[ hkb[Z ekj+

8.6 Renal Impairment 
Dd fWj_[dji m_j^ c_bZ h[dWb _cfW_hc[dj %[BAM7 3-*56 cG,c_d,.+40 c

/
& de Zei[ WZ`kijc[dj _i

h[gk_h[Z [see Clinical Pharmacology (12.3)] Xkj Ybei[ ced_jeh_d] \eh <?GTSDI h[bWj[Z WZl[hi[
h[WYj_edi [see Adverse Reactions (6.1)] WdZ \eh Y^Wd][i _d h[dWb \kdYj_ed _i h[Yecc[dZ[Z
X[YWki[ W ^_]^[h _dY_Z[dY[ e\ ^ofe]boY[c_W) dWki[W WdZ lec_j_d] m[h[ eXi[hl[Z _d j^[i[

fWj_[dji. 

Dd W YWhZ_elWiYkbWh ekjYec[ ijkZo) 322 %//$& b_n_i[dWj_Z[ jh[Wj[Z fWj_[dji ^WZ ceZ[hWj[ h[dWb

_cfW_hc[dj %[BAM7 0- je b[ii j^Wd 3- cG,c_d,.+40 c
/
&+ Ie Zei_d] WZ`kijc[dj _i h[Yecc[dZ[Z

_d fWj_[dji m_j^ ceZ[hWj[ h[dWb _cfW_hc[dj [see Clinical Pharmacology (12.3)] Xkj Ybei[
ced_jeh_d] \eh <?GTSDI h[bWj[Z WZl[hi[ ]Wijhe_dj[ij_dWb h[WYj_edi [see Adverse Reactions 
(6.1)] WdZ \eh Y^Wd][i _d h[dWb \kdYj_ed _i h[Yecc[dZ[Z X[YWki[ j^[i[ cWo b[WZ je Z[^oZhWj_ed
WdZ WYkj[ h[dWb \W_bkh[ WdZ mehi[d_d] e\ Y^hed_Y \W_bkh[ _d j^[i[ fWj_[dji [see Warnings and 
Precautions (5.5)]. 

>b_d_YWb [nf[h_[dY[ _d fWj_[dji m_j^ i[l[h[ h[dWb _cfW_hc[dj _i b_c_j[Z Wi j^[h[ m[h[ edbo 2

fWj_[dji m_j^ i[l[h[ h[dWb _cfW_hc[dj %[BAM .2 je b[ii j^Wd 0- cG,c_d,.+40 c
/
& [nfei[Z je

<?GTSDI _d Wbb Yedjhebb[Z ijkZ_[i+ G_n_i[dWj_Z[ [nfeikh[ mWi ^_]^[h _d j^[i[ fWj_[dji [see 
Clinical Pharmacology (12.3)]+ KWj_[dji m_j^ i[l[h[ h[dWb _cfW_hc[dj [nfei[Z je <?GTSDI
i^ekbZ X[ Ybei[bo ced_jeh[Z \eh eYYkhh[dY[ e\ ]Wijhe_dj[ij_dWb WZl[hi[ h[WYj_edi WdZ \eh Y^Wd][i

_d h[dWb \kdYj_ed [see Warnings and Precautions (5.5)]. 

O^[h[ _i de j^[hWf[kj_Y [nf[h_[dY[ _d fWj_[dji m_j^ [dZ ijW][ h[dWb Z_i[Wi[ %[BAM 9.2

cG,c_d,.+40 c
/
&) WdZ _j _i dej h[Yecc[dZ[Z je ki[ <?GTSDI _d j^_i fefkbWj_ed [see Clinical 

Pharmacology (12.3)]. 

8.7 Patients with Gastroparesis 
<?GTSDI ibemi ]Wijh_Y [cfjo_d]+ KWj_[dji m_j^ fh[[n_ij_d] ]WijhefWh[i_i m[h[ [nYbkZ[Z \hec

Yb_d_YWb jh_Wbi e\ <?GTSDI+ <?GTSDI i^ekbZ dej X[ _d_j_Wj[Z _d fWj_[dji m_j^ i[l[h[

]WijhefWh[i_i

10 OVERDOSAGE 

?kh_d] Yb_d_YWb ijkZ_[i) Zei[i kf je 0- cY] e\ b_n_i[dWj_Z[ jm_Y[ ZW_bo %0 j_c[i j^[ ZW_bo

h[Yecc[dZ[Z Zei[& m[h[ WZc_d_ij[h[Z je jof[ / Z_WX[j_Y fWj_[dji _d W .0*m[[a ijkZo+ O^[ 0-

cY] Zei[ e\ b_n_i[dWj_Z[ _i dej Wd Wffhel[Z Zei[+ <d _dYh[Wi[Z _dY_Z[dY[ e\ ]Wijhe_dj[ij_dWb

Z_iehZ[hi mWi eXi[hl[Z+

Dd YWi[ e\ el[hZei[) Wffhefh_Wj[ ikffehj_l[ jh[Wjc[dj i^ekbZ X[ _d_j_Wj[Z WYYehZ_d] je j^[

fWj_[dj{i Yb_d_YWb i_]di WdZ iocfjeci+
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11 DESCRIPTION 

<?GTSDI YedjW_di b_n_i[dWj_Z[) m^_Y^ WYji Wi W BGK*. h[Y[fjeh W]ed_ij+ G_n_i[dWj_Z[ _i W

f[fj_Z[ YedjW_d_d] 11 Wc_de WY_Zi) m^_Y^ _i Wc_ZWj[Z Wj j^[ >*j[hc_dWb Wc_de WY_Z %fei_j_ed 11&+

O^[ ehZ[h e\ j^[ Wc_de WY_Zi _i ]_l[d _d j^[ \_]kh[ X[bem+ Dji ceb[YkbWh m[_]^j _i 1525+2 WdZ _ji

ceb[YkbWh \ehckbW _i >/.2C014I3.J32N+ G_n_i[dWj_Z[ ^Wi j^[ \ebbem_d] Y^[c_YWb ijhkYjkh[7

<?GTSDI _d`[Yj_ed _i W ij[h_b[) Yb[Wh) Yebehb[ii Wgk[eki iebkj_ed \eh ikXYkjWd[eki

WZc_d_ijhWj_ed+ <?GTSDI _i ikffb_[Z _d jme i_d]b[*fWj_[dj ki[ fh[\_bb[Z f[di+ @WY^ ]h[[d

fh[\_bb[Z f[d YedjW_di 0 cG iebkj_ed WdZ [WY^ cG YedjW_di 2- cY] b_n_i[dWj_Z[+ @WY^ Xkh]kdZo

fh[\_bb[Z f[d YedjW_di 0 cG iebkj_ed) WdZ [WY^ cG YedjW_di .-- cY] b_n_i[dWj_Z[+ DdWYj_l[

_d]h[Z_[dji \eh Xej^ fh[\_bb[Z f[di Wh[ ]boY[heb 52$ %21 c]&) ieZ_kc WY[jWj[ jh_^oZhWj[ %.-+2

c]&) c[j^_ed_d[ %6+- c]&) c[jWYh[ieb %5+. c]&) WdZ mWj[h \eh _d`[Yj_ed+ CoZheY^beh_Y WY_Z WdZ,eh

ieZ_kc ^oZhen_Z[ cWo X[ WZZ[Z je WZ`kij fC+

12 CLINICAL PHARMACOLOGY 

12.1 Mechanism of Action 
G_n_i[dWj_Z[ _i W BGK*. h[Y[fjeh W]ed_ij+ G_n_i[dWj_Z[ _dYh[Wi[i ]bkYei[*Z[f[dZ[dj _dikb_d

h[b[Wi[) Z[Yh[Wi[i ]bkYW]ed i[Yh[j_ed) WdZ ibemi ]Wijh_Y [cfjo_d]+

12.2 Pharmacodynamics 
Dd W Yb_d_YWb f^WhcWYebe]o ijkZo _d WZkbji m_j^ jof[ / Z_WX[j[i c[bb_jki) <?GTSDI h[ZkY[Z

\Wij_d] fbWicW ]bkYei[ WdZ feijfhWdZ_Wb XbeeZ ]bkYei[ <P>-*0--c_d YecfWh[Z je fbWY[Xe %*00+5

c],ZG WdZ *054 c]'^,ZG) h[if[Yj_l[bo& \ebbem_d] W ijWdZWhZ_p[Z j[ij c[Wb+ O^[ [\\[Yj ed

feijfhWdZ_Wb XbeeZ ]bkYei[ <P> mWi ceij dejWXb[ m_j^ j^[ \_hij c[Wb) WdZ j^[ [\\[Yj mWi

Wjj[dkWj[Z m_j^ bWj[h c[Wbi _d j^[ ZWo+
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Glucagon secretion 
Oh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ZkY[Z feijfhWdZ_Wb ]bkYW]ed b[l[bi %<P>-*

0--c_d& YecfWh[Z je fbWY[Xe Xo *.2+3 ^'fceb,G W\j[h W ijWdZWhZ_p[Z j[ij c[Wb _d fWj_[dji m_j^

jof[ / Z_WX[j[i+

Cardiac electrophysiology (QTc) 
<j W Zei[ .+2 j_c[i j^[ h[Yecc[dZ[Z Zei[) <?GTSDI Ze[i dej fhebed] j^[ LOY _dj[hlWb je Wdo

Yb_d_YWbbo h[b[lWdj [nj[dj+

Heart Rate 
Ie _dYh[Wi[ _d c[Wd ^[Whj hWj[ mWi i[[d _d f^Wi[ 0 fbWY[Xe*Yedjhebb[Z ijkZ_[i+

12.3 Pharmacokinetics 
<Xiehfj_ed

Aebbem_d] ikXYkjWd[eki WZc_d_ijhWj_ed _d fWj_[dji m_j^ jof[ / Z_WX[j[i) j^[ c[Z_Wd jcWn _i . je

0+2 ^ekhi+ O^[h[ Wh[ de Yb_d_YWbbo h[b[lWdj Z_\\[h[dY[i _d j^[ hWj[ e\ WXiehfj_ed m^[d b_n_i[dWj_Z[

_i WZc_d_ij[h[Z ikXYkjWd[ekibo _d j^[ WXZec[d) j^_]^) eh Whc+

?_ijh_Xkj_ed

O^[ WffWh[dj lebkc[ e\ Z_ijh_Xkj_ed W\j[h ikXYkjWd[eki WZc_d_ijhWj_ed e\ b_n_i[dWj_Z[ %Qp,A& _i

Wffhen_cWj[bo .-- G+

@b_c_dWj_ed

Metabolism and Elimination 
G_n_i[dWj_Z[ _i fh[ikc[Z je X[ [b_c_dWj[Z j^hek]^ ]bec[hkbWh \_bjhWj_ed) WdZ fhej[eboj_Y

Z[]hWZWj_ed+

<\j[h ckbj_fb[ Zei[ WZc_d_ijhWj_ed _d fWj_[dji m_j^ jof[ / Z_WX[j[i) c[Wd j[hc_dWb ^Wb\*b_\[ mWi

Wffhen_cWj[bo 0 ^ekhi WdZ j^[ c[Wd WffWh[dj Yb[WhWdY[ %>G,A& WXekj 02 G,^+

Nf[Y_\_Y KefkbWj_edi

Effects of Age, Body weight, Gender and Race 
<][) XeZo m[_]^j) ][dZ[h) WdZ hWY[ m[h[ dej eXi[hl[Z je c[Wd_d]\kbbo W\\[Yj j^[

f^WhcWYea_d[j_Yi e\ b_n_i[dWj_Z[ _d fefkbWj_ed KF WdWboi[i+ [see Use in Specific Populations 
(8.5)]. 

Renal Impairment 
>ecfWh[Z je ^[Wbj^o ikX`[Yji U>h[Wj_d_d[ >b[WhWdY[ ki_d] >eYaYhe\j*BWkbj U>GYhV ]h[Wj[h j^Wd

eh [gkWb je 6- cG,c_d %I:1&V) fbWicW >cWn e\ b_n_i[dWj_Z[ mWi _dYh[Wi[Z Xo Wffhen_cWj[bo 3-$)

1/$) WdZ 50$ _d ikX`[Yji m_j^ c_bZ U>GYh 3-*56 cG,c_d %I:6&V) ceZ[hWj[ U>GYh 0-*26

cG,c_d %I:..&V) WdZ i[l[h[ U>GYh .2*/6 cG,c_d %I:5&V h[dWb _cfW_hc[dj+ KbWicW <P> mWi

_dYh[Wi[Z Xo Wffhen_cWj[bo 01$) 36$ WdZ ./1$ m_j^ c_bZ) ceZ[hWj[ WdZ i[l[h[ h[dWb

_cfW_hc[dj) h[if[Yj_l[bo+Usee Use in Specific Populations (8.6)]. 

Hepatic Impairment 
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Ie f^WhcWYea_d[j_Y ijkZo ^Wi X[[d f[h\ehc[Z _d fWj_[dji m_j^ WYkj[ eh Y^hed_Y ^[fWj_Y

_cfW_hc[dj+ C[fWj_Y Zoi\kdYj_ed _i dej [nf[Yj[Z je W\\[Yj j^[ f^WhcWYea_d[j_Yi e\ b_n_i[dWj_Z[. 

?hk] Ddj[hWYj_ed NjkZ_[i

Acetaminophen 
<?GTSDI .- cY] Z_Z dej Y^Wd][ j^[ el[hWbb [nfeikh[ %<P>& e\ WY[jWc_def^[d \ebbem_d]

WZc_d_ijhWj_ed e\ W i_d]b[ Zei[ e\ WY[jWc_def^[d .--- c]) m^[j^[h X[\eh[ eh W\j[h <?GTSDI+

Ie [\\[Yji ed WY[jWc_def^[d >cWn WdZ jcWn m[h[ eXi[hl[Z m^[d WY[jWc_def^[d mWi

WZc_d_ij[h[Z . ^ekh X[\eh[ <?GTSDI+ R^[d WZc_d_ij[h[Z . eh 1 ^ekhi W\j[h .- cY] e\

<?GTSDI) >cWn e\ WY[jWc_def^[d mWi Z[Yh[Wi[Z Xo /6$ WdZ 0.$ h[if[Yj_l[bo WdZ c[Z_Wd

jcWn mWi Z[bWo[Z Xo /+- WdZ .+42 ^ekhi) h[if[Yj_l[bo+

Oral contraceptives 
<Zc_d_ijhWj_ed e\ W i_d]b[ Zei[ e\ Wd ehWb YedjhWY[fj_l[ c[Z_Y_dWb fheZkYj %[j^_dob[ijhWZ_eb

-+-0 c],b[ledeh][ijh[b -+.2 c]& . ^ekh X[\eh[ eh .. ^ekhi W\j[h .- cY] e\ <?GTSDI) Z_Z dej

Y^Wd][ >cWn) <P>) j.,/ WdZ jcWn e\ [j^_dob[ijhWZ_eb WdZ b[ledeh][ijh[b+

<Zc_d_ijhWj_ed e\ W i_d]b[ Zei[ e\ Wd ehWb YedjhWY[fj_l[ c[Z_Y_dWb fheZkYj %[j^_dob[ijhWZ_eb -+-0

c],b[ledeh][ijh[b -+.2 c]& . ^ekh eh 1 ^ekhi W\j[h .- cY] e\ <?GTSDI Z_Z dej W\\[Yj j^[

el[hWbb [nfeikh[ %<P>& WdZ c[Wd j[hc_dWb ^Wb\*b_\[ %j.,/& e\ [j^_dob[ijhWZ_eb WdZ b[ledeh][ijh[b+

Cem[l[h) >cWn e\ [j^_dob[ijhWZ_eb mWi Z[Yh[Wi[Z Xo 2/$ WdZ 06$ h[if[Yj_l[bo WdZ >cWn e\

b[ledeh][ijh[b mWi Z[Yh[Wi[Z Xo 13$ WdZ /-$) h[if[Yj_l[bo WdZ c[Z_Wd jcWn mWi Z[bWo[Z Xo . je

0 ^ekhi [see Drug Interactions (7.1)]+

Atorvastatin 
R^[d <?GTSDI /- cY] WdZ WjehlWijWj_d 1- c] m[h[ YeWZc_d_ij[h[Z _d j^[ cehd_d] \eh 3 ZWoi)

j^[ el[hWbb [nfeikh[ %<P>& e\ WjehlWijWj_d mWi dej W\\[Yj[Z) m^_b[ >cWn mWi Z[Yh[Wi[Z Xo 0.$

WdZ jcWn mWi Z[bWo[Z Xo 0+/2 ^ekhi+ Ie ikY^ _dYh[Wi[ \eh jcWn mWi eXi[hl[Z m^[d WjehlWijWj_d

mWi WZc_d_ij[h[Z _d j^[ [l[d_d] WdZ <?GTSDI _d j^[ cehd_d] Xkj j^[ <P> WdZ >cWn e\

WjehlWijWj_d m[h[ _dYh[Wi[Z Xo /4$ WdZ 33$ h[if[Yj_l[bo+

Warfarin and other coumarin derivatives 
<\j[h YedYec_jWdj WZc_d_ijhWj_ed e\ mWh\Wh_d /2 c] m_j^ h[f[Wj[Z Zei_d] e\ <?GTSDI /- cY])

j^[h[ m[h[ de [\\[Yji ed <P> eh DIM %Ddj[hdWj_edWb IehcWb_p[Z MWj_e& m^_b[ >cWn mWi h[ZkY[Z

Xo .6$ WdZ jcWn mWi Z[bWo[Z Xo 4 ^ekhi [see Drug Interactions (7.1)]+

Digoxin  
<\j[h YedYec_jWdj WZc_d_ijhWj_ed e\ <?GTSDI /- cY] WdZ Z_]en_d -+/2 c] Wj ij[WZo ijWj[) j^[

<P> e\ Z_]en_d mWi dej W\\[Yj[Z+ O^[ jcWn e\ Z_]en_d mWi Z[bWo[Z Xo .+2 ^ekh WdZ j^[ >cWn mWi

h[ZkY[Z Xo /3$ [see Drug Interactions (7.1)]+

Ramipril 
<\j[h YedYec_jWdj WZc_d_ijhWj_ed e\ <?GTSDI /- cY] WdZ hWc_fh_b 2 c] Zkh_d] 3 ZWoi) j^[

<P> e\ hWc_fh_b mWi _dYh[Wi[Z Xo /.$ m^_b[ j^[ >cWn mWi Z[Yh[Wi[Z Xo 30$+ O^[ <P> WdZ
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>cWn e\ j^[ WYj_l[ c[jWXeb_j[ %hWc_fh_bWj& m[h[ dej W\\[Yj[Z+ O^[ jcWn e\ hWc_fh_b WdZ hWc_fh_bWj

m[h[ Z[bWo[Z Xo Wffhen_cWj[bo /+2 ^ekhi+

13 NONCLINICAL TOXICOLOGY 

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility 
>WhY_de][d[i_i

>WhY_de][d_Y_jo ijkZ_[i e\ /*o[Whi ZkhWj_edi m[h[ YedZkYj[Z _d >?*. c_Y[ WdZ NfhW]k[*?Wmb[o

hWji m_j^ jm_Y[ ZW_bo ikXYkjWd[eki Zei[i e\ 1-) /--) eh .)--- cY],a]+ < ijWj_ij_YWbbo i_]d_\_YWdj

_dYh[Wi[ _d j^ohe_Z >*Y[bb WZ[decWi mWi eXi[hl[Z _d cWb[ c_Y[ Wj /)--- cY],a],ZWo) h[ikbj_d] _d

ioij[c_Y [nfeikh[i j^Wj Wh[ ;.5-*j_c[i j^[ ^kcWd [nfeikh[ WY^_[l[Z Wj /- cY],ZWo XWi[Z ed

fbWicW <P>+

NjWj_ij_YWbbo i_]d_\_YWdj _dYh[Wi[i _d j^ohe_Z >*Y[bb WZ[decWi m[h[ i[[d Wj Wbb Zei[i _d hWji)

h[ikbj_d] _d ioij[c_Y [nfeikh[i j^Wj Wh[ v.2*j_c[i j^[ ^kcWd [nfeikh[ WY^_[l[Z Wj /- cY],ZWo

XWi[Z ed fbWicW <P>+ < dkc[h_YWb _dYh[Wi[ _d j^ohe_Z >*Y[bb YWhY_decWi mWi eXi[hl[Z _d hWji

Wj v 1-- cY],a],ZWo) h[ikbj_d] _d ioij[c_Y [nfeikh[i j^Wj Wh[ ;23*j_c[i j^[ ^kcWd [nfeikh[

WY^_[l[Z Wj /- cY],ZWo XWi[Z ed fbWicW <P>+

HkjW][d[i_i

G_n_i[dWj_Z[ mWi dej ckjW][d_Y eh YbWije][d_Y _d W ijWdZWhZ XWjj[ho e\ ][dejen_Y_jo j[iji

%XWYj[h_Wb ckjW][d_Y_jo %<c[i&) ^kcWd bocf^eYoj[ Y^heceiec[ WX[hhWj_ed) ceki[ Xed[

cWhhem c_YhedkYb[ki&+

DcfW_hc[dj e\ A[hj_b_jo

NjkZ_[i _d m^_Y^ cWb[ WdZ \[cWb[ hWji h[Y[_l[Z jm_Y[ ZW_bo ikXYkjWd[eki Zei[i e\ /) /6) eh 1.1

cY],a],Zei[ fh_eh je fW_h_d] j^hek]^ ][ijWj_ed ZWo 3 Z_Z dej _dZ_YWj[ Wdo WZl[hi[ [\\[Yji ed cWb[

eh \[cWb[ \[hj_b_jo _d hWji kf je j^[ ^_]^[ij Zei[ j[ij[Z) 1.1 cY],a],Zei[) m^_Y^ _i Wffhen_cWj[bo

1--*j_c[i j^[ Yb_d_YWb Zei[ Wj /- cY],ZWo XWi[Z ed cY],c
/
+

14 CLINICAL STUDIES 

<?GTSDI ^Wi X[[d ijkZ_[Z Wi cedej^[hWfo) _d YecX_dWj_ed m_j^ ehWb Wdj_Z_WX[j_Y c[Z_YWj_edi)

WdZ _d YecX_dWj_ed m_j^ XWiWb _dikb_d %m_j^ eh m_j^ekj ehWb Wdj_Z_WX[j_Y c[Z_YWj_edi&+ O^[

[\\_YWYo e\ <?GTSDI mWi YecfWh[Z m_j^ fbWY[Xe) [n[dWj_Z[) WdZ _dikb_d ]bkb_i_d[+

Dd fWj_[dji m_j^ jof[ / Z_WX[j[i) <?GTSDI fheZkY[Z h[ZkYj_edi \hec XWi[b_d[ _d CX<.Y

YecfWh[Z je fbWY[Xe+

14.1 Monotherapy 

Dd W ./*m[[a ZekXb[ Xb_dZ ijkZo) /1. fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed

Z_[j WdZ [n[hY_i[ m[h[ hWdZec_p[Z je <?GTSDI /- cY] edY[ ZW_bo eh fbWY[Xe+ O^[ c[Wd W][

e\ j^[ ijkZo fefkbWj_ed mWi 20+6 o[Whi) WdZ j^[ c[Wd ZkhWj_ed e\ jof[ / Z_WX[j[i c[bb_jki mWi /+2

o[Whi+ 2.+-$ m[h[ cWb[+ 4/+3$ m[h[ R^_j[) /+2$ m[h[ =bWYa eh <\h_YWd <c[h_YWd+ //+-$

m[h[ C_ifWd_Y+ 0+4$ ^WZ Wd [BAM 93- cb,c_d,.+40 c
/
+ O^[ c[Wd =HD mWi 0/ a],c

/
+
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>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a ./ %i[[ OWXb[ 0&+ O^[ WZ`kij[Z c[Wd

Y^Wd][ _d m[_]^j \hec XWi[b_d[ Z_Z dej Z_\\[h i_]d_\_YWdjbo X[jm[[d <?GTSDI %*.+6 a]& WdZ

fbWY[Xe %*/+- a]&+

Table 3: Placebo-Controlled Study (12-week Treatment Period Results) - Intent-To-Treat (ITT) Population 

KbWY[Xe

%I:.//&

<?GTSDI /- cY]

%I: ..6&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

5+-4

*-+.5

5+-4

*-+50

*-+32 %*-+6-0) *-+066&

%f9-+---.&

KWj_[dji %$& WY^_[l_d] CX<.Y

94+-$
##

/1 11

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

.3-+06

.+13

.3/+44

*.2+51

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

53+-5

*/+-0

53+2-

*.+61

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a ./ _d j^[ <?GTSDI ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a ./ m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

.-$ e\ fWj_[dji _d <?GTSDI WdZ .-$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a ./ _d j^[ DOO fefkbWj_ed+

14.2 Add-on Combination Therapy to Metformin (Alone or in Combination with 
Sulfonylurea) 

Dd W /1*m[[a ijkZo) 0/0 fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed Z_[j [n[hY_i[

WdZ c[j\ehc_d m[h[ hWdZec_p[Z je <?GTSDI /- cY] edY[ ZW_bo eh fbWY[Xe+ O^[ c[Wd W][ e\

j^[ ijkZo fefkbWj_ed mWi 23+4 o[Whi) WdZ j^[ c[Wd ZkhWj_ed e\ jof[ / Z_WX[j[i c[bb_jki mWi 2+6
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o[Whi+ 11+3$ m[h[ cWb[+ 6-+.$ m[h[ R^_j[) -+3$ m[h[ =bWYa eh <\h_YWd <c[h_YWd+ /4+6$

m[h[ C_ifWd_Y+ .+/$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd =HD mWi 00 a],c

/
+ O^[

c[Wd Zei[ e\ c[j\ehc_d mWi .622 c] f[h ZWo+

>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a /1 %i[[ OWXb[ 1&+

Table 4: Placebo-Controlled Study in Patients with Type 2 Diabetes Mellitus in Combination with Metformin 
(24-week Results) - ITT Population 

Background therapy With metformin'

KbWY[Xe

%I: .3/&

<?GTSDI /- cY]

%I: .3.&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

5+-0

*-+/3

4+66

*-+4/

*-+13 %*-+31-) *-+/46&

%f9-+---.&

KWj_[dji %$& WY^_[l_d] CX<.Y

94+-$
##

// 11

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

.4-+0/

*4+/2

.4/+/0

*.3+55

*6+31 %*.3+0-3) */+64-&

%f:-+--13&

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

54+54

*.+4.

6-+/.

*/+4-

*.+-- %*.+4-3) *-+/53&

%f:-+--3&

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
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#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a /1 _d j^[

<?GTSDI ]hekf+
##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

' ..$ e\ fWj_[dji _d <?GTSDI /- cY] WdZ 3$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a

/1 _d j^[ DOO fefkbWj_ed+

Dd W /1*m[[a ijkZo) 06. <i_Wd fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed Z_[j

[n[hY_i[ WdZ c[j\ehc_d m_j^ eh m_j^ekj W ikb\edobkh[W m[h[ hWdZec_p[Z je <?GTSDI /- cY]

edY[ ZW_bo eh fbWY[Xe+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 21+5 o[Whi) WdZ c[Wd ZkhWj_ed

e\ jof[ / Z_WX[j[i c[bb_jki mWi 3+3 o[Whi+ 16+.$ m[h[ cWb[+ <bb fWj_[dji m[h[ <i_Wd+ /+5$ ^WZ

Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd =HD mWi /4 a],c

/
+ O^[ c[Wd Zei[ e\ c[j\ehc_d mWi

.035 c] f[h ZWo WdZ 11+5$ e\ fWj_[dji m[h[ ed W ikb\edobkh[W+

>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a /1 %i[[ OWXb[ 2&+

Table 5: Placebo-Controlled Study in Asian Patients with Type 2 Diabetes Mellitus in Combination with 
Metformin with or without Sulfonylurea (24-week Results) – ITT Population 
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Background therapy With metformin (,* sulfonylurea* 

KbWY[Xe

%I: .62&

<?GTSDI /- cY]

%I: .63&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

4+52

*-+24

4+62

*-+51

*-+/4 %*-+114) *-+-6-&

%f:-+--0/&

KWj_[dji %$& WY^_[l_d] CX<.Y

94+-$
##

04 16

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

.24+14

*4+-2

.26+/3

*.0+06

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

4/+41

*.+./

40+.5

*.+03

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a /1 _d j^[ <?GTSDI ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

' 4$ e\ fWj_[dji _d <?GTSDI WdZ 3$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /1 _d j^[ DOO fefkbWj_ed+

Dd W /1*m[[a ef[d*bWX[b ijkZo) 301 fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed Z_[j)

[n[hY_i[ WdZ c[j\ehc_d m[h[ hWdZec_p[Z je <?GTSDI /- cY] edY[ ZW_bo eh [n[dWj_Z[ .- cY]

jm_Y[ ZW_bo+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 24+1 o[Whi) WdZ c[Wd ZkhWj_ed e\ jof[ /

Z_WX[j[i c[bb_jki mWi 3+5 o[Whi+ 20+0$ m[h[ cWb[+ 6/+4$ m[h[ R^_j[) /+5$ m[h[ =bWYa eh

<\h_YWd <c[h_YWd+ /3+5$ m[h[ C_ifWd_Y+ .+4$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd

=HD mWi 01 a],c
/
+ O^[ c[Wd Zei[ e\ c[j\ehc_d mWi /-06 c] f[h ZWo+

<?GTSDI /- cY] edY[ ZW_bo c[j j^[ fh[*if[Y_\_[Z ded*_d\[h_eh_jo cWh]_d e\ -+1$ l[hiki

[n[dWj_Z[ .- c] =D? \eh j^[ Z_\\[h[dY[ _d CX<.Y h[ZkYj_ed \hec XWi[b_d[ %i[[ OWXb[ 3&+

Cem[l[h _d j^_i ijkZo) <?GTSDI fhel_Z[Z b[ii CX<.Y h[ZkYj_ed j^Wd [n[dWj_Z[ .- c] =D?

WdZ j^[ Z_\\[h[dY[ mWi ijWj_ij_YWbbo i_]d_\_YWdj %f:-+-.42&+
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Table 6: Active-Controlled Study in Patients with Type 2 Diabetes Mellitus in Combination with Metformin 
(24-week Treatment Period Results) - ITT population 

ADLYXIN 

(N=318) 

Exenatide BID 

(N=316) 

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN H[Wd Y^Wd][ \hec XWi[b_d[
#

GN c[Wd Z_\\[h[dY[ li @n[dWj_Z[ =D?
#

62$ >D

4+62

*-+40

-+.4

%-+-0- je -+0.1&

%f:-+-.42&

4+64

*-+6-

KWj_[dji %$& WY^_[l_d] CX<.Y 94+-$
##

10+. 12+3

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[

GN H[Wd Y^Wd][ \hec XWi[b_d[
W

.41+/1

*.6+46

.40+55

*/1+.6

Body weight (kg) 

=Wi[b_d[

GN H[Wd Y^Wd][ \hec XWi[b_d[
W

61+-.

*/+41

63+-6

*0+4/

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je ki[ j^[ XWi[b_d[ lWbk[ \eh c_ii_d] ZWjW Wj R[[a /1 _d [WY^ ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi

.1$ e\ fWj_[dji _d <?GTSDI WdZ .1$ _d [n[dWj_Z[ ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /1 _d j^[ DOO fefkbWj_ed

14.3 Add-on Combination Therapy to a Sulfonylurea (Alone or in Combination with 
Metformin) 

Dd W /1*m[[a ijkZo) 526 fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z m_j^ Z_[j) [n[hY_i[

WdZ W ikb\edobkh[W m_j^ eh m_j^ekj c[j\ehc_d m[h[ hWdZec_p[Z je <?GTSDI /- cY] edY[ ZW_bo

eh fbWY[Xe+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 24+/ o[Whi) WdZ c[Wd ZkhWj_ed e\ jof[ /

Z_WX[j[i c[bb_jki mWi 6+0 o[Whi+ 2-+2$ m[h[ cWb[+ 2/+/$ m[h[ R^_j[) 0+-$ m[h[ =bWYa eh

<\h_YWd <c[h_YWd+ /+4$ m[h[ C_ifWd_Y+ 1+4$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd

=HD mWi 0- a],c
/
+ O^[ jme ceij Yecced ikb\edobkh[Wi ki[Z m[h[ ]b_c[f_h_Z[ WdZ

]b_X[dYbWc_Z[ WdZ j^[ c[Wd Zei[ e\ j^[i[ Zhk]i Wj XWi[b_d[ m[h[ 2+. c] WdZ ./+6 c]

h[if[Yj_l[bo) WdZ 51+1$ e\ fWj_[dji m[h[ ed c[j\ehc_d+
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>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a /1 %i[[ OWXb[ 4&+

Table 7: Placebo-Controlled Study in Patients with Type 2 Diabetes Mellitus in Combination with a 
Sulfonylurea (24-week results) – ITT Population 

Background therapy With sulfonylurea (,* metformin* 

KbWY[Xe

%I: /53&

<?GTSDI /- cY]

%I: 240&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

5+/.

*-+.5

5+/5

*-+44

*-+25 %*-+4.2) *-+120&

%f9-+---.&

KWj_[dji %$& WY^_[l_d] CX<.Y

94+-$
##

.0 00

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

.34+14

*.-+03

.41+/1

*.4+-6

*3+40 %*..+613) *.+2.5&

%f:-+-..1&

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

51+01

*-+50

5/+01

*.+30

*-+5- %*.+/11) *-+016&

%f:-+---2&

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a /1 _d j^[ <?GTSDI ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

' .0$ e\ fWj_[dji _d <?GTSDI WdZ .0$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /1 _d j^[ DOO fefkbWj_ed+
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14.4 Add-on Treatment to Pioglitazone (Alone or in Combination with Metformin) 

Dd W /1*m[[a ijkZo) 151 fWj_[dji m_j^ jof[ / Z_WX[j[i m_j^ _dWZ[gkWj[bo Yedjhebb[Z m_j^ Z_[j)

[n[hY_i[ WdZ f_e]b_jWped[ m_j^ eh m_j^ekj c[j\ehc_d m[h[ hWdZec_p[Z je <?GTSDI /- cY]

edY[ ZW_bo eh fbWY[Xe+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 22+5 o[Whi) WdZ c[Wd ZkhWj_ed

e\ jof[ / Z_WX[j[i c[bb_jki mWi 5+. o[Whi+ 2/+2$ m[h[ cWb[+ 50+4$ m[h[ R^_j[) 1+5$ m[h[

=bWYa eh <\h_YWd <c[h_YWd+ /3+1$ m[h[ C_ifWd_Y+ 1+.$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+

O^[ c[Wd =HD mWi 01 a],c
/
+ O^[ c[Wd Zei[ e\ f_e]b_jWped[ mWi 00+3 c] f[h ZWo WdZ 5.+-$ e\

fWj_[dji m[h[ ed c[j\ehc_d+
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>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a /1 %i[[ OWXb[ 5&+

Table 8: Placebo-Controlled Study in Patients with Type 2 Diabetes Mellitus in Combination with 
Pioglitazone (24-week results) – ITT Population 

Background therapy Pioglitazone (,* metformin* 

KbWY[Xe

%I: .3.&

<?GTSDI /- cY]

%I: 0/0&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

5+-3

*-+10

5+-5

*-+6.

*-+15 %*-+314) *-+0.5&

%f9+---.&

KWj_[dji %$& WY^_[l_d] CX<.Y

94+-$
##

/2 16

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

.31+16

*.1+./

.31+.3

*/1+23

*.-+12 %*.3+25-) *1+0.2&

%f:-+---5&

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

63+41

-+/3

6/+60

*-+..

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a /1 _d j^[ <?GTSDI ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

' 6$ e\ fWj_[dji _d <?GTSDI WdZ ./$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /1 _d j^[ DOO fefkbWj_ed+

14.5 Add-on to Basal Insulin (Alone or in Combination with Oral Antidiabetics) 
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Dd W /1*m[[a ijkZo) 163 fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed Z_[j) [n[hY_i[

WdZ XWiWb _dikb_d m_j^ eh m_j^ekj c[j\ehc_d m[h[ hWdZec_p[Z je <?GTSDI /- cY] edY[ ZW_bo

eh fbWY[Xe+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 24+/ o[Whi) WdZ c[Wd ZkhWj_ed e\ jof[ /

Z_WX[j[i c[bb_jki mWi ./+13 o[Whi+ 13+-$ m[h[ cWb[+ 44+3$ m[h[ R^_j[) 1+-$ m[h[ =bWYa eh

<\h_YWd <c[h_YWd+ /4+-$ m[h[ C_ifWd_Y+ 0+/$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd

=HD mWi 0/ a],c
/
+ <j XWi[b_d[) j^[ c[Wd XWiWb _dikb_d Zei[ mWi 21+6 kd_ji WdZ 46+/$ e\

_dZ_l_ZkWbi m[h[ h[Y[_l_d] c[j\ehc_d+

Dd Wdej^[h /1*m[[a ijkZo) 0.. <i_Wd fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed

Z_[j) [n[hY_i[ WdZ XWiWb _dikb_d m_j^ eh m_j^ekj W ikb\edobkh[W m[h[ hWdZec_p[Z je <?GTSDI /-

cY] edY[ ZW_bo eh je fbWY[Xe+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 25+1 o[Whi) WdZ c[Wd

ZkhWj_ed e\ jof[ / Z_WX[j[i c[bb_jki mWi .0+6/ o[Whi+ 14+6$ m[h[ cWb[+ <bb fWj_[dji m[h[ <i_Wd+

.2+5$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd =HD mWi /2 a],c

/
+ <j XWi[b_d[) j^[ c[Wd

XWiWb _dikb_d Zei[ mWi /1+/ kd_ji WdZ 4-+1$ e\ _dZ_l_ZkWbi m[h[ h[Y[_l_d] W ikb\edobkh[W+

>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a /1 %i[[ OWXb[ 6& _d Xej^ ijkZ_[i+
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Table 9: Placebo-Controlled Studies in Patients with Type 2 Diabetes Mellitus in Combination with a Basal 
Insulin (24-week Treatment Period Results) – ITT Population 

Background therapy With basal insulin +/-

metformin* 

With basal insulin +/-

sulfonylurea** 

KbWY[Xe

%I: .34&

<?GTSDI

/- cY]

%I: 0/6&

KbWY[Xe

%I: .24&

<?GTSDI

/- cY]

%I: .21&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe

%62$ >D&

5+04

*-+01

5+1/

*-+4.

*-+03

%*-+224) *-+.4-&

%f:-+---/&

5+2/

-+-4

5+21

*-+4-

*-+43

%*.+--2) *-+2.3&

%f9+---.&

KWj_[dji %$& WY^_[l_d] CX<.Y 94+-$
##

.. /2 3 00

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

.11+61

*.0+-4

.13+11

*.0+-/

.06+36

/+-/

.05+/2

*1+05

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

55+61

*-+03

54+.-

*.+22

32+3-

*-+-0

32+60

*-+15

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a /1 _d j^[ <?GTSDI ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

' .3$ e\ fWj_[dji _d <?GTSDI WdZ .0$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /1 m_j^ XWiWb _dikb_d (,*

c[j\ehc_d _d j^[ DOO fefkbWj_ed+

'' >edZkYj[Z _d Wd <i_Wd fefkbWj_ed+ 5 $ e\ fWj_[dji _d <?GTSDI WdZ 3$ e\ fWj_[dji _d fbWY[Xe ^WZ c_ii_d]

CX<.Y ZWjW Wj R[[a /1 m_j^ XWiWb _dikb_d (,* ikb\edobkh[W _d j^[ DOO fefkbWj_ed+

Dd W /1*m[[a ijkZo) 113 fWj_[dji m_j^ jof[ / Z_WX[j[i) _dWZ[gkWj[bo Yedjhebb[Z ed Z_[j [n[hY_i[

WdZ ed _dikb_d ]bWh]_d[ WdZ c[j\ehc_d m_j^ eh m_j^ekj j^_Wpeb_Z_d[Z_ed[i) m[h[ hWdZec_p[Z je

<?GTSDI /- cY] edY[ ZW_bo eh fbWY[Xe+ O^[ c[Wd W][ e\ j^[ ijkZo fefkbWj_ed mWi 23+/ o[Whi)

WdZ c[Wd ZkhWj_ed e\ jof[ / Z_WX[j[i c[bb_jki mWi 6+. o[Whi+ 16+5$ m[h[ cWb[+ 41+1$ m[h[

R^_j[) 1+2$ m[h[ =bWYa eh <\h_YWd <c[h_YWd+ //+3$ m[h[ C_ifWd_Y+ 0+5$ ^WZ Wd [BAM 93-
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cG,c_d,.+40 c
/
+ O^[ c[Wd =HD mWi 0/ a],c

/
+ <j XWi[b_d[) j^[ c[Wd _dikb_d ]bWh]_d[ Zei[ mWi

11+2 kd_ji) j^[ c[Wd c[j\ehc_d Zei[ mWi /-16 c] WdZ ./+.$ e\ _dZ_l_ZkWbi m[h[ h[Y[_l_d]

j^_Wpeb_Z_d[Z_ed[+

>ecfWh[Z m_j^ fbWY[Xe) jh[Wjc[dj m_j^ <?GTSDI /- cY] edY[ ZW_bo h[ikbj[Z _d ijWj_ij_YWbbo

i_]d_\_YWdj h[ZkYj_edi _d CX<.Y \hec XWi[b_d[ Wj R[[a /1 %i[[ OWXb[ .-&+

Table 10: Placebo-Controlled Study in Patients with Type 2 Diabetes Mellitus in Combination with Insulin 
Glargine (24-week Results) – ITT Population 

Background therapy With Insulin glargine and metformin +/- Thiazolidinediones* 

KbWY[Xe

%I: //0&

<?GTSDI /- cY]

%I: //0&

HbA1c (%) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

4+3-

*-+1/

4+23

*-+4-

*-+/5 %*-+101) *-+./0&

%f:-+---2&

KWj_[dji %$& WY^_[l_d] CX<.Y 94+-$
##

06 2-

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[#

./-+34

3+-2

..4+66

2+41

Body weight (kg) 

=Wi[b_d[ %c[Wd&

GN c[Wd Y^Wd][ \hec XWi[b_d[
#

?_\\[h[dY[ \hec fbWY[Xe %62$ >D&

53+42

.+-6

54+0.

-+0.

*-+45 %*.+055) *-+.35&

%f:-+-./2&

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je `kcf je fbWY[Xe \eh c_ii_d] ZWjW Wj R[[a /1 _d j^[ <?GTSDI ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /1 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

' 6$ e\ fWj_[dji _d <?GTSDI WdZ 2$ _d j^[ fbWY[Xe ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /1 _d j^[ DOO fefkbWj_ed+

Dd W /3*m[[a ef[d*bWX[b ijkZo) 561 fWj_[dji m_j^ jof[ / Z_WX[j[i _dWZ[gkWj[bo Yedjhebb[Z ed Z_[j)
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[n[hY_i[ WdZ XWiWb _dikb_d YecX_d[Z m_j^ . je 0 ehWb Wdj_Z_WX[j_Y W][dji m[h[ hWdZec_p[Z je

<?GTSDI /- cY] edY[ ZW_bo eh _dikb_d ]bkb_i_d[ edY[ ZW_bo %L?& eh _dikb_d ]bkb_i_d[ j^h[[

j_c[i W ZWo %OD?& YecX_d[Z m_j^ _dikb_d ]bWh]_d[ m_j^ eh m_j^ekj c[j\ehc_d+ O^[ c[Wd W][ e\

j^[ ijkZo fefkbWj_ed mWi 26+5 o[Whi) WdZ c[Wd ZkhWj_ed e\ jof[ / Z_WX[j[i c[bb_jki mWi ./+/

o[Whi+ 12+0$ m[h[ cWb[+ 6/+3$ m[h[ R^_j[) 1+-$ m[h[ =bWYa eh <\h_YWd <c[h_YWd+ /.+.$

m[h[ C_ifWd_Y+ 2+3$ ^WZ Wd [BAM 93- cG,c_d,.+40 c
/
+ O^[ c[Wd =HD mWi 0/ a],c

/
+ <j

XWi[b_d[) j^[ c[Wd _dikb_d ]bWh]_d[ Zei[ mWi 32+6 kd_ji WdZ 54+1$ e\ _dZ_l_ZkWbi m[h[ h[Y[_l_d]

c[j\ehc_d+

<?GTSDI /- cY] edY[ ZW_bo c[j j^[ fh[*if[Y_\_[Z ded*_d\[h_eh_jo cWh]_d e\ -+1$ l[hiki

_dikb_d ]bkb_i_d[ L? WdZ OD? \eh j^[ Z_\\[h[dY[ _d CX<.Y h[ZkYj_ed \hec XWi[b_d[+ Cem[l[h _d

j^_i ijkZo) <?GTSDI fhel_Z[Z b[ii CX<.Y h[ZkYj_ed j^Wd _dikb_d ]bkb_i_d[ OD? WdZ j^[

Z_\\[h[dY[ mWi ijWj_ij_YWbbo i_]d_\_YWdj %f:-+---/&+

Table 11: Active-Controlled Study in Patients with Type 2 Diabetes Mellitus in Combination with a Basal 
Insulin with or without Metformin (26-week Treatment Period Results) - ITT population  

ADLYXIN 

(N=298) 

Insulin Glulisine 
QD 

(N=298) 

Insulin Glulisine 
TID 

(N=298) 

HbA1c (%) 

=Wi[b_d[

GN H[Wd Y^Wd][ \hec XWi[b_d[
#

GN c[Wd Z_\\[h[dY[ li _dikb_d ]bkb_i_d[
#

62$ >D

4+44

*-+24

4+40

*-+20

*-+-1

%*-+.3. je -+-5-&

4+46

*-+5-

-+/0

%-+../ je -+02/&

%f:-+---/&

KWj_[dji %$& WY^_[l_d] CX<.Y 94+-$
##

05+3 03+3 14+4

Fasting Plasma Glucose (FPG) (mg/dL) 

=Wi[b_d[

GN H[Wd Y^Wd][ \hec XWi[b_d[
#

..5+22

*0+06

./0+/.

*0+35

..6)5-

*.+1/

Body weight (kg) 

=Wi[b_d[

GN H[Wd Y^Wd][ \hec XWi[b_d[
#

GN c[Wd Z_\\[h[dY[ li _dikb_d ]bkb_i_d[
#

62$ >D

6-+-3

*-+31

55+12

-+65

6-+-5

.+/3

*.+6.

%*0+.-0 je *-+4.0&

%f:-+--.5&

DOO fefkbWj_ed : Wbb hWdZec_p[Z fWj_[dji+ Ied*_d\[h_eh_jo cWh]_d : -+1$+
#
Pi_d] ckbj_fb[ _cfkjWj_ed m_j^ h[if[Yj je ki[ j^[ XWi[b_d[ lWbk[ \eh c_ii_d] ZWjW Wj R[[a /3 _d [WY^ ]hekf+

##
KWj_[dji m_j^ c_ii_d] CX<.Y lWbk[ Wj R[[a /3 m[h[ Yedi_Z[h[Z ded*h[ifedZ[hi+

./$ e\ fWj_[dji _d <?GTSDI) 5$ _d ]bkb_i_d[ L? WdZ 2+-$ _d ]bkb_i_d[ OD? ^WZ c_ii_d] CX<.Y ZWjW Wj R[[a /3

_d j^[ DOO fefkbWj_ed+

14.6 ELIXA Cardiovascular Outcome Study 
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O^[ @GDS< ijkZo mWi W hWdZec_p[Z) ZekXb[*Xb_dZ) fbWY[Xe*Yedjhebb[Z) ckbj_dWj_edWb ijkZo j^Wj

[lWbkWj[Z YWhZ_elWiYkbWh %>Q& ekjYec[i Zkh_d] jh[Wjc[dj m_j^ <?GTSDI _d fWj_[dji m_j^ jof[

/ Z_WX[j[i c[bb_jki W\j[h W h[Y[dj <Ykj[ >ehedWho NodZhec[ [l[dj+ O^[ fh_cWho Yecfei_j[

[dZfe_dj mWi j^[ j_c[ je j^[ \_hij eYYkhh[dY[ e\ W cW`eh WZl[hi[ YWhZ_elWiYkbWh [l[dj eh H<>@()

Z[\_d[Z Wi Wdo e\ j^[ \ebbem_d] fei_j_l[bo WZ`kZ_YWj[Z [l[dji7>WhZ_elWiYkbWh Z[Wj^) ded*\WjWb

coeYWhZ_Wb _d\WhYj_ed) eh ded*\WjWb ijhea[) eh ^eif_jWb_pWj_ed \eh kdijWXb[ Wd]_dW+ O^[ ijkZo mWi

Z[i_]d[Z Wi W ded*_d\[h_eh_jo jh_Wb m_j^ W fh[*if[Y_\_[Z h_ia cWh]_d e\ .+0 \eh j^[ ^WpWhZ hWj_e

YecfWh_d] <?GTSDI je fbWY[Xe+

Jl[hWbb) 3-35 fWj_[dji m[h[ hWdZec_p[Z .7. je [_j^[h fbWY[Xe eh <?GTSDI /- cY] %\ebbem_d] W

ijWhj_d] Zei[ e\ .- cY] Zkh_d] j^[ \_hij / m[[ai& WdZ m[h[ _dYbkZ[Z _d j^[ fh_cWho WdWboi[i+ O^[

Z[ce]hWf^_Yi WdZ XWi[b_d[ Y^WhWYj[h_ij_Yi m[h[ m[bb*XWbWdY[Z X[jm[[d jh[Wjc[dji+ O^[ c[Z_Wd

W][ Wj ijkZo [djho mWi 3- o[Whi+ <ffhen_cWj[bo 36$ e\ j^[ fWj_[dji m[h[ cWb[i WdZ 42$ m[h[

>WkYWi_Wd+ O^[ cW`eh_jo e\ fWj_[dji m[h[ [_j^[h eX[i[ eh el[hm[_]^j m_j^ W c[Z_Wd =HD e\

/6+1 a],c
/
+ O^[ c[Wd ZkhWj_ed e\ Z_WX[j[i mWi 6+0 o[Whi+ Heh[ j^Wd 42$ e\ fWj_[dji ^WZ

_cfW_h[Z h[dWb \kdYj_ed WdZ ceh[ j^Wd /-$ ^WZ Wd [ij_cWj[Z BAM b[ii j^Wd 3- cG,c_d, .+40 c
/
+

Pi[ e\ >Q c[Z_YWj_edi Wj XWi[b_d[ mWi i_c_bWh X[jm[[d jh[Wjc[dji8 fbWj[b[j W]]h[]Wj_ed

_d^_X_jehi %Wif_h_d WdZ,eh Ybef_Ze]h[b& m[h[ ki[Z Xo 64+2$ e\ fWj_[dji) ijWj_di Xo 6/+4$) <>@

_d^_X_jehi WdZ,eh Wd]_ej[di_d DD WdjW]ed_iji Xo 53+5$) WdZ X[jW*XbeYa[hi Xo 51+1$+ Kh_eh je ijkZo

[djho) 60+6$ e\ fWj_[dji ki[Z Wj b[Wij . ]bkYei[*bem[h_d] c[Z_YWj_ed) _dYbkZ_d] c[j\ehc_d

%36+6$&) ikb\edobkh[Wi %04+0$& WdZ _dikb_d %14+3$&+ ?kh_d] j^[ ijkZo) Wdj_Z_WX[j_Y c[Z_YWj_edi

m[h[ WZ`kij[Z Xo j^[ _dl[ij_]Wjehi f[h j^[ beYWb ijWdZWhZ e\ YWh[+

I_d[jo i_n f[hY[dj e\ j^[ fWj_[dji _d Xej^ jh[Wjc[dj ]hekfi Yecfb[j[Z j^[ ijkZo _d WYYehZWdY[

m_j^ j^[ fhejeYeb) WdZ j^[ l_jWb ijWjki mWi ademd Wj j^[ [dZ e\ j^[ ijkZo \eh 66+-$ WdZ 65+3$ e\

j^[ fWj_[dji _d j^[ <?GTSDI WdZ fbWY[Xe ]hekf) h[if[Yj_l[bo+ H[Z_Wd jh[Wjc[dj ZkhWj_ed mWi

//+1 cedj^i _d j^[ <?GTSDI ]hekf WdZ /0+0 cedj^i _d j^[ fbWY[Xe ]hekf) WdZ j^[ c[Z_Wd

ZkhWj_ed e\ ijkZo \ebbem*kf mWi /2+5 WdZ /2+4 cedj^i8 h[if[Yj_l[bo+

O^[ h[ikbji e\ j^[ fh_cWho Yecfei_j[ YWhZ_elWiYkbWh [dZfe_dj Wh[ i^emd _d OWXb[ ./+ O^[ ^WpWhZ

hWj_e %CM& \eh <?GTSDI l[hiki fbWY[Xe mWi .+-/) m_j^ Wd WiieY_Wj[Z /*i_Z[Z 62$ Yed\_Z[dY[

_dj[hlWb %>D& e\ -+56 je .+.4+ O^[ kff[h XekdZ e\ j^_i Yed\_Z[dY[ _dj[hlWb) .+.4) [nYbkZ[Z W h_ia

cWh]_d bWh][h j^Wd .+0+

Table 12:  Analysis of the primary cardiovascular endpoint (time to the first occurrence of the composite of 
cardiovascular death, non-fatal myocardial infarction, non-fatal stroke, or hospitalization for unstable 
angina) -- ITT population 

KbWY[Xe <?GTSDI CWpWhZ hWj_e

%I:0)-01& %I:0)-01& %62$ >D&

Kh_cWho Yecfei_j[ >Q [l[dj

Ie+ e\ fWj_[dji m_j^ [l[dj %$&

OejWb K[hied T[Wh

066 %.0+/$&

30/5+/

1-3 %.0+1$&

3023+5

.+-/

%-+56) .+.4&

DdY_Z[dY[ MWj[ 3+0. 3+06

>ecfed[dj >Q [l[dj

>WhZ_elWiYkbWh Z[Wj^

Ied*\WjWb coeYWhZ_Wb _d\WhYj_ed

60 %0+.$&

/14 %5+.$&

55 %/+6$&

/22 %5+1$&
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Ied*\WjWb ijhea[ 16 %.+3$& 21 %.+5$&

Ceif_jWb_pWj_ed \eh kdijWXb[ Wd]_dW .- %-+0$& 6 %-+0$&
>D7 Yed\_Z[dY[ _dj[hlWb) >Q7 YWhZ_elWiYkbWh+

Jdbo fei_j_l[bo WZ`kZ_YWj[Z [l[dji Xo j^[ >WhZ_elWiYkbWh @l[dji <Z`kZ_YWj_ed >ecc_jj[[ Wh[ _dYbkZ[Z+

O^[ FWfbWd*H[_[h XWi[Z YkckbWj_l[ [l[dj fheXWX_b_jo _i fh[i[dj[Z _d A_]kh[. \eh j^[ j_c[ je \_hij

eYYkhh[dY[ e\ j^[ fh_cWho >Q Yecfei_j[ [dZfe_dj Xo jh[Wjc[dj Whc+

Figure 1: Kaplan-Meier cumulative curves of the primary CV endpoint (time to the first occurrence of the 
composite of cardiovascular death, non-fatal myocardial infarction, non-fatal stroke, or hospitalization for 
unstable angina) - ITT population 

16 HOW SUPPLIED/STORAGE AND HANDLING 

16.1 How Supplied 
<?GTSDI _d`[Yj_ed _i ikffb_[Z _d W Z_ifeiWXb[ i_d]b[*fWj_[dj ki[ f[d YedjW_d_d] W ij[h_b[) Yb[Wh

iebkj_ed \eh ikXYkjWd[eki WZc_d_ijhWj_ed+ @WY^ fh[\_bb[Z f[d YedjW_di 0 cG iebkj_ed+ O^[ ]h[[d

ijWhj[h f[d YedjW_di 2- cY],cG e\ <?GTSDI WdZ Z[b_l[hi .1 Zei[i e\ .- cY]) WdZ j^[

Xkh]kdZo cW_dj[dWdY[ f[d YedjW_di .-- cY],cG e\ <?GTSDI WdZ Z[b_l[hi .1 Zei[i e\ /-

cY]+

O^[ \ebbem_d] fWYaW][i Wh[ WlW_bWXb[7

" NjWhj[h KWYa7 Aeh jh[Wjc[dj _d_j_Wj_ed) NjWhj[h KWYa e\ . fh[\_bb[Z ]h[[d f[d e\ <?GTSDI

.- cY] WdZ . fh[\_bb[Z Xkh]kdZo f[d e\ <?GTSDI /- cY]+ I?> --/1*2412*-/+

" HW_dj[dWdY[ KWYa7 / fh[\_bb[Z Xkh]kdZo f[di \eh <?GTSDI /- cY]+ I?> --/1*2414*

-/+
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16.2 Storage and Handling 
Kh_eh je \_hij ki[) <?GTSDI i^ekbZ X[ ijeh[Z _d W h[\h_][hWjeh) 03qw13qA

%/q>w5q>&+ ?e dej \h[[p[+ F[[f j^[ fh[\_bb[Z f[d _d j^[ eh_]_dWb fWYaW][ je fhej[Yj _j \hec b_]^j+

<\j[h \_hij ki[) ijeh[ X[bem 53qA %0-q>&+ M[fbWY[ j^[ f[d YWf W\j[h [WY^ ki[ je fhej[Yj \hec b_]^j+

?_iYWhZ f[d .1 ZWoi W\j[h \_hij ki[+

17 PATIENT COUNSELING INFORMATION 

<Zl_i[ j^[ fWj_[dj je h[WZ j^[ A?<*Wffhel[Z fWj_[dj bWX[b_d] %H[Z_YWj_ed Bk_Z[ WdZ DdijhkYj_edi

\eh Pi[&+

Cof[hi[di_j_l_jo M[WYj_edi

Dd\ehc fWj_[dji j^Wj i[h_eki ^of[hi[di_j_l_jo h[WYj_edi) _dYbkZ_d] WdWf^obWn_i) ^Wl[ X[[d h[fehj[Z

_d Yb_d_YWb jh_Wbi e\ <?GTSDI WdZ Zkh_d] feijcWha[j_d] ki[ e\ BGK*. h[Y[fjeh W]ed_iji+ D\

iocfjeci e\ ^of[hi[di_j_l_jo h[WYj_edi eYYkh) _d\ehc fWj_[dji j^Wj j^[o ckij ijef jWa_d]

<?GTSDI WdZ i[[a c[Z_YWb WZl_Y[ fhecfjbo+ [see Warnings and Precautions (5.1)] 

M_ia e\ KWdYh[Wj_j_i

Dd\ehc fWj_[dji j^Wj f[hi_ij[dj i[l[h[ WXZec_dWb fW_d j^Wj cWo hWZ_Wj[ je j^[ XWYa WdZ m^_Y^ cWo

eh cWo dej X[ WYYecfWd_[Z Xo lec_j_d] _i j^[ ^WbbcWha iocfjec e\ WYkj[ fWdYh[Wj_j_i+ DdijhkYj

fWj_[dji je fhecfjbo Z_iYedj_dk[ <?GTSDI WdZ YedjWYj j^[_h f^oi_Y_Wd _\ f[hi_ij[dj i[l[h[

WXZec_dWb fW_d eYYkhi+ [see Warnings and Precautions (5.2)] 

I[l[h N^Wh[ <?GTSDI K[d =[jm[[d KWj_[dji

<Zl_i[ fWj_[dji j^Wj j^[o i^ekbZ d[l[h i^Wh[ <?GTSDI f[d m_j^ Wdej^[h f[hied) [l[d _\ j^[

d[[Zb[ _i Y^Wd][Z) X[YWki[ Ze_d] ie YWhh_[i W h_ia \eh jhWdic_ii_ed e\ XbeeZ*Xehd[ fWj^e][di+

[see Warnings and Precautions (5.3)] 

M_ia e\ Cofe]boY[c_W

Dd\ehc fWj_[dji j^Wj j^[ h_ia e\ ^ofe]boY[c_W _dYh[Wi[Z m^[d <?GTSDI _i ki[Z _d YecX_dWj_ed

m_j^ W ikb\edobkh[W eh XWiWb _dikb_d+ [see Warnings and Precautions (5.4)] 

?[^oZhWj_ed WdZ M[dWb AW_bkh[

<Zl_i[ fWj_[dji jh[Wj[Z m_j^ <?GTSDI e\ j^[ fej[dj_Wb h_ia e\ Z[^oZhWj_ed Zk[ je

]Wijhe_dj[ij_dWb WZl[hi[ h[WYj_edi WdZ jWa[ fh[YWkj_edi je Wle_Z \bk_Z Z[fb[j_ed+ Dd\ehc fWj_[dji

e\ j^[ fej[dj_Wb h_ia \eh mehi[d_d] h[dWb \kdYj_ed) m^_Y^ _d iec[ YWi[i cWo h[gk_h[ Z_Wboi_i+ [see 
Warnings and Precautions (5.5)] 

Pi[ _d Kh[]dWdYo

<Zl_i[ fWj_[dji je _d\ehc j^[_h f^oi_Y_Wdi _\ j^[o Wh[ fh[]dWdj eh _dj[dZ je X[Yec[ fh[]dWdj+ [see 
Use in Specific Populations (8.1)] 

iWde\_*Wl[dj_i P+N+ GG>

=h_Z][mWj[h) IE -55-4

< N<IJAD >JHK<IT
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MEDICATION GUIDE 
ADLYXIN (ad-LIX-in) 

(lixisenatide) 
injection, for subcutaneous use 

What is the most important information I should know about ADLYXIN? 
Do not share your ADLYXIN pen with other people, even if the needle has been changed. You may give other 
people a serious infection, or get a serious infection from them. 

ADLYXIN can cause serious side effects including inflammation of the pancreas (pancreatitis), which may be 
severe and lead to death. 
Before using ADLYXIN, tell your healthcare provider if you have had: 
� pancreatitis 
� stones in your gallbladder (cholelithiasis) 

� a history of alcoholism 

These medical problems may make you more likely to get pancreatitis. 
Stop taking ADLYXIN and call your healthcare provider right away if you have pain in your stomach area (abdomen) 
that is severe, and will not go away. The pain may be felt going from your abdomen through to your back. The pain may 
happen with or without vomiting. These may be symptoms of pancreatitis. 
What is ADLYXIN? 
ADLYXIN is an injectable prescription medicine that may improve blood sugar (glucose) control in adults with type 2 
diabetes, when used with diet and exercise. 
� ADLYXIN is not insulin. 
� ADLYXIN is not a substitute for insulin and is not for use in people with type 1 diabetes or people with diabetic 

ketoacidosis. 
� ADLYXIN has not been studied in people with a history of pancreatitis. 
� ADLYXIN has not been studied in people who use short-acting insulin. 
� ADLYXIN has not been studied in people who have a stomach problem that causes slow emptying of the stomach 

(gastroparesis). ADLYXIN is not for people with slow emptying of the stomach. 
� It is not known if ADLYXIN is safe and effective in children. 
Who should not use ADLYXIN? 
Do not use ADLYXIN if you: 
� are allergic to lixisenatide or any of the other ingredients in ADLYXIN. See the end of this Medication Guide for a 

complete list of ingredients in ADLYXIN. 
Symptoms of a severe allergic reaction with ADLYXIN may include: 

o swelling of your face, lips, tongue, or throat 
o problems breathing or swallowing 
o severe rash or itching 

o fainting or feeling dizzy 
o very rapid heartbeat 

Before using ADLYXIN, tell your healthcare provider if you: 
� have or have had pancreatitis, stones in your gallbladder, or a history of alcoholism. 
� have or have had kidney problems. 
� have severe problems with your stomach, such as delayed emptying of your stomach (gastroparesis) or problems 

with digesting food. 
� are pregnant or plan to become pregnant. It is not known if ADLYXIN will harm your unborn baby. Tell your 

healthcare provider if you are pregnant or plan to become pregnant while using ADLYXIN. 
� are breastfeeding or plan to breastfeed. It is not known if ADLYXIN passes into your breast milk. Talk with your 

healthcare provider about the best way to feed your baby while you use ADLYXIN. 
Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter 
medicines, vitamins and herbal supplements. 
Especially tell your healthcare provider if you take: 
� antibiotics or the pain reliever acetaminophen. Take these medicines at least 1 hour before using ADLYXIN. If you 

must take these medicines, take them with a meal or a snack. You should not take these medicines at the same 
time that you take ADLYXIN. 

� birth control pills that are taken by mouth (oral contraceptives). ADLYXIN may lower the amount of the medicine in 
your blood from your birth control pills and they may not work as well to prevent pregnancy. Take your birth control 
pill at least 1 hour before your injection of ADLYXIN or at least 11 hours after your ADLYXIN injection. 

� other anti-diabetes medicines, especially sulfonylurea medicines or insulin. 
Ask your healthcare provider if you are not sure if your medicine is listed above. 
Know the medicines you take. Keep a list of them to show your healthcare provider and pharmacist each time you get a 
new medicine. 
How should I use ADLYXIN? 
� Read the detailed Instructions for Use that comes with your ADLYXIN for instruction on using the ADLYXIN pen 

and injecting ADLYXIN. 
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� ADLYXIN comes as a disposable prefilled pen. 
� Use ADLYXIN exactly as your healthcare provider tells you to. Do not change your dose unless your healthcare 

provider has told you to change your dose. 
� Your healthcare provider should teach you how to inject ADLYXIN before you use it for the first time. If you have 

questions or do not understand the instructions, talk to your healthcare provider. 
� Use ADLYXIN 1 time each day within 60 minutes (1 hour) before the first meal of the day and at the same time 

each day. 
� If you miss a dose of ADLYXIN, take it within 1 hour before your next meal. 
� Check the label on the pen each time you give your ADLYXIN injection to make sure you are using the correct 

medication. 
� You must activate each ADLYXIN pen before you use it for the first time. 
� Do not re-use or share your needles with other people. You may give other people a serious infection, or 

get a serious infection from them. 
� Inject your dose of ADLYXIN under the skin (subcutaneously) of your abdomen, thigh or upper arm. Do not inject 

into a vein. 
� Change (rotate) your injection sites within the area you chose with each dose. Do not use the same spot for each 

injection. 
� Check your blood sugar levels. Ask your healthcare provider what your blood sugar should be and when you 

should check your blood sugar levels. 
Your dose of ADLYXIN and other diabetes medicines may need to change because of: 

� change in level of physical activity or exercise, weight gain or loss, increased stress, illness, change in diet, or 
because of other medicines you take. 

What are the possible side effects of ADLYXIN? 
ADLYXIN may cause serious side effects including: 
� See “What is the most important information I should know about ADLYXIN?” 
� Severe allergic reactions. Severe allergic reactions can happen with ADLYXIN. Stop taking ADLYXIN and get 

medical help right away if you have any symptoms of a severe allergic reaction. See “Who should not use 
ADLYXIN?” 

� Low blood sugar (hypoglycemia). Your risk for getting low blood sugar is higher if you use ADLYXIN with another 
medicine that can cause low blood sugar, such as a sulfonylurea or insulin.  The dose of your sulfonylurea or insulin 
medicine may need to be lowered while you use ADLYXIN.  Signs and symptoms of low blood sugar include: 
o headache 
o drowsiness 
o weakness 
o hunger 
o fast heartbeat 

o dizziness 
o confusion 
o irritability 
o sweating 
o feeling jittery 

Talk with your healthcare provider about how to treat low blood sugar. 
� Kidney problems (kidney failure). In people who have kidney problems, diarrhea, nausea, and vomiting may 

cause a loss of fluids (dehydration) which may cause kidney problems to get worse. 
The most common side effects of ADLYXIN include: 

o nausea 
o vomiting 
o headache 

o diarrhea 
o feeling dizzy 

These are not all the possible side effects of ADLYXIN. Call your doctor for medical advice about side effects. You 
may report side effects to FDA at 1-800-FDA-1088. 
How should I store ADLYXIN? 
� Store your new, unused ADLYXIN pen in the refrigerator at 36°F to 46°F (2°C to 8°C). 
� After activation, store your ADLYXIN pen at room temperature no higher than 86°F (30°C). 
� Do not freeze ADLYXIN pens and do not use ADLYXIN if it has been frozen. 
� Protect the pen from light. 
� Replace the pen cap after each use to protect the container window from light. 
� After activation, use the ADLYXIN pen for up to 14 days. Throw away the used ADLYXIN pen after 14 days, even if 

there is some medicine left in the pen. 
� Do not use ADLYXIN past the expiration date printed on the label of the carton and pen. 
� Do not store the ADLYXIN pen with the needle attached. If the needle is left on, this might lead to contamination 

and cause air bubbles which might affect your dose of medicine. 
� See the Instructions for Use about the right way to throw away the ADLYXIN pen. 
� Keep your ADLYXIN pen, pen needles, and all medicines out of the reach of children. 
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General information about the safe and effective use of ADLYXIN. 
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use ADLYXIN 
for a condition for which it was not prescribed. Do not give ADLYXIN to other people, even if they have the same 
symptoms that you have. It may harm them. 
You can ask your pharmacist or healthcare provider for information about ADLYXIN that is written for health 
professionals. 
What are the ingredients in ADLYXIN? 
Active ingredient: lixisenatide 
Inactive ingredients: glycerol 85%, sodium acetate trihydrate, methionine, metacresol, hydrochloric acid, sodium 
hydroxide solution and water for injection. 
Manufactured by: sanofi-aventis U.S. LLC, Bridgewater, NJ 08807. A SANOFI COMPANY. 
For more information, go to www. ADLYXIN.com or call sanofi-aventis at 1-800-633-1610. 
This Medication Guide has been approved by the U.S. Food and Drug Administration Approved: Jul 2016 
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INSTRUCTIONS FOR USE
ADLYXIN (ad-LIX-in)

(lixisenatide)
Injection, for subcutaneous use

Starter pack - Contains two pre-filled pens each with 14 doses.
One 10 microgram (mcg) pen, each dose contains 10 micrograms in 0.2 ml.
One 20 microgram (mcg) pen, each dose contains 20 micrograms in 0.2 ml.

Section 1 - Important Information 

Read these instructions carefully before using your ADLYXIN pens. 

Keep this leaflet for future reference. 

Do not share your ADLYXIN pen with other people, even if the needle has been changed. 
You may give other people a serious infection, or get a serious infection from them. 

ADLYXIN pen Information 
� ADLYXIN comes as a pre-filled pen for injection. 
� Inject 1 dose per day. 
� There is no need to measure each dose. 
� Talk with your healthcare provider about how to use the ADLYXIN pen and to inject 

correctly before using it. 
� If you cannot follow all the instructions completely on your own, or are not able to handle the 

pen (for example, if you have vision problems), only use it if you have help. 

About Your Starter Pack 
The ADLYXIN Starter pack includes two different colored pens that contain different strengths of 
ADLYXIN. Both pens are used in the same way. 

� The green pen contains 14 pre-set doses; each dose contains 10 micrograms of ADLYXIN. 
� The burgundy pen contains 14 pre-set doses; each dose contains 20 micrograms of 

ADLYXIN. 
You must start your treatment with the green 10 microgram ADLYXIN pen. You must first use all 
14 doses from this pen. Then use the burgundy 20 microgram ADLYXIN pen. 

About Your ADLYXIN Pens 
Green 10 microgram (mcg) ADLYXIN pen 

Activation 

Arrow 
window 

Expiration date 
window Dose scale 

on the back 

Container Pen cap Rubber seal Injection window 
button 

1 
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Black plunger 

The plunger will advance along the dose scale after each injection. In the example above, the 
dose number shows there are 13 injections left in the ADLYXIN pen. 

Burgundy 20 microgram (mcg) ADLYXIN pen 

� Always check the label to make sure you have the correct ADLYXIN pen. Also check that it 
has not passed the expiration date printed on the ADLYXIN pen. Do not use ADLYXIN past 
the expiration date. Using the wrong medicine could be harmful to your health. 

� Inject ADLYXIN only by using this pen injector. Never use a syringe to withdraw ADLYXIN 
from the pen. 

About pen needles (supplied separately) 

Outer 
needle 
cap 

Inner 
needle 
cap 

Needle Protective 
seal 

� Pen needles are not included with your pen. 
� Always use a new needle for each injection to prevent contamination of ADLYXIN or 

possible needle blockage. 
� Only use needles that have been approved for use with ADLYXIN. The ADLYXIN pen may 

be used with certain pen needles from Becton Dickinson, Ypsomed and Owen Mumford 
that are 8 mm long or shorter. Ask your healthcare provider which needle gauge and 
length is best for you. 

� Do not reuse or share needles with another person. . 

2 
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Section 2 – Getting Started 

Begin with the green 10 mcg ADLYXIN pen. 
� Do not activate the burgundy 20 microgram ADLYXIN pen until you have finished the 

green pen. 

First activate your new pen 

� Before injecting the first dose of ADLYXIN you must activate the new pen. This is a one-
time process called ‘activation’. Steps 1 to 5 below show you how to do this. 

� Activation is done to make sure that the pen is working correctly and that the dose for your 
first injection is correct. 

� Do not repeat the activation process or you will not receive 14 doses from your ADLYXIN 
pen. 

The pictures below show how the activation window on the injection button of your pen changes 
after activation. 

Before activation (orange window) After activation (white window) 

The pen is not activated when the activation The pen is activated and 
window is orange. The pen must be activated ready for injections when the activation 
before injecting your first dose of ADLYXIN. window is white. 

How to activate your new ADLYXIN pen 

Step 1. Pull off cap and check pen 

Check the liquid by looking through the container Check that the 
window.  It should be clear and colorless with no activation window is 
particles. If not, do not use this pen. Contact your orange. 
healthcare provider. Tiny air bubbles in the liquid 
are normal.  See the Questions and Answers 
section at the end of the Instructions For Use. 

3 
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Step 2. Screw needle on and remove needle caps 

� Always use a new needle for activation. 
� Remove the protective seal from the outer needle cap. 
� Line up the needle with the pen. Push the outer needle cap containing the needle straight 

onto the pen, then screw the needle on until secure. 

outer needle cap inner needle cap 

Pull off (do not unscrew) the outer needle cap. 
� Pull off the inner needle cap and throw it away. 
� Keep the outer needle cap to remove the needle later. 

Take care not to injure yourself when the needle is exposed. 

Step 3. Pull the injection button out 

Injection 
button 

Pull the injection button out firmly until it stops. 

The arrow will now be pointing towards the needle. 

4 
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Step 4. Firmly press and hold the injection button to remove the liquid 

� Do not inject into the body. 
� Point the needle into a container (like a paper cup or tissue). 
� Firmly press the injection button all the way in to discard the liquid. You may feel or 

hear a “click”. 
� Keep the injection button pressed in and slowly count to 2, which is equal to 2 seconds. 
� If no liquid comes out of your pen, see the Questions and Answers section at the end of 

this Instructions for Use. 
� Check that the activation window is white. 

Step 5. The pen is now ready for use. 

� Do not activate this pen again. 

For your first injection, go directly to Section 3 – Step 3.
You do not need to replace the needle between activation and first injection if you inject
yourself immediately after activation.

Section 3 - Daily use of pen 

Inject only 1 dose each day. 

Check to make sure the activation window is white before continuing in this section. 

5 

Reference ID: 3964775 38



Step 1. Pull off cap and check pen 

Check the label on your Check the number of doses Check that the 
pen to make sure you remaining in the pen. This is activation window is 
have the correct medicine. shown by the placement of the black white. If it is orange, 

plunger. go to Section 2. 
Check the liquid. It 
should be clear and 
colorless with no particles. 
If not, do not use the pen. 
Call your healthcare 
provider. Tiny air bubbles 
in the liquid are normal. 
See the Questions and 
Answers section at the 
end of this Instructions for 
Use. 

Step 2. Attach a new needle and remove needle caps 

� Always use a new needle for each injection. 
� Remove the protective seal from the outer needle cap. 
� Line up the needle with the pen. Put the outer needle cap containing the needle straight on 

the pen, then screw the needle on until secure. 

6 
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outer needle cap inner needle cap 

� Pull off (do not unscrew) the outer needle cap. 
� Pull off the inner needle cap and throw it away. 
� Keep the outer needle cap to remove the needle later. 

� Take care not to injure yourself when the needle is exposed. 

Step 3. Pull the injection button out 

Injection 
button 

The arrow in the window will be pointing towards the injection button. 

Pull the injection button out firmly until it stops. 

The arrow will now be pointing towards the needle. 

Step 4. Choosing Injection Sites 

Injection sites 

Back 
Front 

7 
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ADLYXIN must be injected under the skin and can be injected in any of the areas shown above 
in blue. These areas include the thigh, abdomen or upper arm. Ask your healthcare provider 
about how to inject correctly. 

Step 5. Press and hold the injection button to inject the dose 

� Grasp a fold of skin and insert the needle (see the Injection sites section about where to 
inject). 

� Press the injection button all the way in. You may feel or hear a “click”. 
� Keep the injection button pressed in, hold the pen in place and slowly count to 2, 

which is equal to 2 seconds, before you pull the needle out of the skin. 

If you do not hold the injection button in or remove the injector too early you may not get
the full dose. 

Your dose has now been given. Pull out the needle from your skin 

Step 6. Remove and throw away needle after each injection 

� Grip the widest part of the outer needle cap. Keep the needle straight and guide it 
into the outer needle cap. 

� Then push firmly on. 
� The needle can puncture the cap if it is recapped at an angle. 

8 
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� Grip and squeeze the widest part of the outer needle cap. Turn your pen several 
times with your other hand to remove the needle. 

� Try again if the needle does not come off the first time. 

� Replace the pen cap. 

� Put the needle in a puncture resistant container (or as instructed by your healthcare 
provider). 

Step 7. Repeat all steps in Section 3 for each injection.

Throw away a pen 14 days after activation, even if there is some medicine left.

Once the green pen is discarded continue to Section 4 to begin using the burgundy pen. 

Section 4 – Moving to the burgundy pen 

Completed use of the green 10 mcg pen 

The green 10 mcg ADLYXIN pen is empty when the black plunger has reached ‘0’ on the dose 
scale and the injection button cannot be pulled out fully. 

Once the green 10 mcg ADLYXIN pen is empty you must continue your treatment the next day 
using the burgundy 20 mcg ADLYXIN pen. This is used in exactly the same way. 

Use of burgundy 20 microgram pen 

9 
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Burgundy 20 mcg pen activation 
The burgundy 20 mcg ADLYXIN pen must also be activated before use. Follow all steps in 
Section 2. 

Burgundy 20 mcg pen use 
To inject a dose with the burgundy 20 mcg ADLYXIN pen, follow all steps in Section 3. Repeat 
Section 3 for your daily injections until your pen is empty. 

Table of activation and disposal 
In the table write the date when you activated your pen and the date to throw it away 14 days 
later. 

Pen Date of 
activation 

Date to throw 
away 

10 
microgram 

___ / ___ / ___ ___ / ___ / ___ 

20 
microgram 

___ / ___ / ___ ___ / ___ / ___ 

Storage 

General information 
� Keep your ADLYXIN pens in a safe place out of the reach and sight of children. 
� Protect your ADLYXIN pens from dust and dirt. 
� Replace the pen cap after each use in order to protect the container window from light. 
� Protect the ADLYXIN pen from light. 
� Do not use ADLYXIN after the expiration date, which is stated on the label and on the 

carton. The expiration date refers to the last day of that month. 

Before activation of the pen: 
� Store your unused ADLYXIN pens in the refrigerator, 36°F to 46°F (2°C to 8°C). 
� Do not freeze ADLYXIN pens and do not use ADLYXIN if it has been frozen. 
� Allow your pen to warm at room temperature before using. 

After activation of the pen: 
� Once activated, store your ADLYXIN pen at room temperature no higher than 86°F (30°C). 
� Do not store your ADLYXIN pen with the needle attached. An attached needle might lead to 

contamination and may cause air bubbles which might affect your dose of medicine. 
� Once your ADLYXIN pen is activated it can be used for up to 14 days. Discard a used 

ADLYXIN pen after 14 days. Do this even if there is some medicine left in the pen. 

Throwing your pen away 
� Replace the pen cap before disposing of your ADLYXIN pen. 
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� Put the used ADLYXIN pen in an FDA-cleared sharps disposal container right away after 
use. Do not throw away (dispose of) the ADLYXIN pen in your household trash. 

� If you do not have an FDA-cleared sharps disposal container, you may use a household 
container that is: 
� made of a heavy-duty plastic, 
� can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to 

come out, 
� upright and stable during use, 
� leak-resistant, and 
� properly labeled to warn of hazardous waste inside the container. 

� When your sharps disposal container is almost full, you will need to follow your community 
guidelines for the right way to dispose of your sharps disposal container. There may be 
state or local laws about how you should throw away used needles and syringes. For more 
information about safe sharps disposal, and for specific information about sharps disposal 
in the state that you live in, go to the FDA's website at: 
http://www.fda.gov/safesharpsdisposal 

� Do not dispose of your used sharps disposal container in your household trash unless your 
community guidelines permit this.  Do not recycle your used sharps disposal container. 

Maintenance 
� Handle your ADLYXIN pen with care. 
� You can clean the outside of your ADLYXIN pen by wiping it with a damp cloth. 
� Do not soak, wash or put liquid on (lubricate) your ADLYXIN pen - this may damage it. 
� If you think your ADLYXIN pen may be damaged, do not use it. Get a new one. Do not try 

to repair the pen. 

Questions and Answers 

What do I do if I forget to activate the ADLYXIN Pen or inject myself before activation? 
If you have injected yourself before activating the pen, do not correct this by giving yourself a 
second injection. Contact your healthcare provider for advice on checking your blood sugar. 

What do I do if there are air bubbles in the container? 
Small air bubbles in the container are normal and they will not harm you. Your dose will be 
correct and you can keep following the instructions. Contact your healthcare provider if you 
need help. 

What do I do if no liquid comes out during activation? 
The needle may be blocked or not properly attached. Remove the needle from the pen, attach a 
new one and repeat Steps 4 and 5 of Section 2 only. If still no liquid comes out, your ADLYXIN 
pen may be damaged. Do not use this ADLYXIN Starter pack. Contact your healthcare provider 
for help. 

What do I do if it is hard to press the injection button all the way in? 
The needle may be blocked or not properly attached. Pull the needle out of your skin and 
remove the needle from the pen. Attach a new needle and repeat Steps D and E of Section 3 
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only. If it is still hard to press in the injection button, your ADLYXIN pen may be damaged. Do 
not use this ADLYXIN starter pack. Contact your healthcare provider for help. 

If you have any questions about ADLYXIN or about diabetes, ask your healthcare provider or 
call sanofi-aventis U.S. LLC at 1-800-633-1610. 

Date of Revision: Jul/2016 
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INSTRUCTIONS FOR USE
ADLYXIN (ad-LIX-in)

(lixisenatide)
Injection, for subcutaneous use

One pre-filled pen contains 14 doses, each dose contains 10 micrograms (mcg) in 
0.2 ml. 

Section 1 - Important Information 

Read these instructions carefully before using your ADLYXIN pen. 

Keep this leaflet for future reference. 

Do not share your ADLYXIN pen with other people, even if the needle has been 
changed. You may give other people a serious infection, or get a serious infection 
from them. 

ADLYXIN Pen Information 

� ADLYXIN comes as a pre-filled pen for injection. 
� Inject 1 dose per day. 
� There is no need to measure each dose. 
� Talk with your healthcare provider about how to use the ADLYXIN pen and to inject 

correctly before using it. 
� If you cannot follow all the instructions completely on your own, or are not able to handle 

the pen (for example, if you have vision problems), only use it if you have help. 

About Your ADLYXIN Pen 

Expiration date Activation 
Dose scale on the back window 

Container Pen cap Rubber seal Injection window 
button 

Arrow 
window 
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Black plunger 

n the example above, the 
 pen. 

� Always check the label to make sure you have the correct ADLYXIN pen. Also check 
that it has not passed the expiration date printed on the ADLYXIN pen. Do not use 
ADLYXIN past the expiration date. Using the wrong medicine could be harmful to your 
health. 

� Inject ADLYXIN only by using only this pen injector. Never use a syringe to withdraw 
ADLYXIN. 

About pen needles (supplied separately) 

Outer 
needle 

Inner 
needle 

Needle Protective 
seal 

� Pen needles are not included with your pen. 
� Always use a new needle for each injection. This helps prevent contamination of 

ADLYXIN or possible needle blockage. 
� Only use needles that have been approved for use with your ADLYXIN pen. The 

ADLYXIN pen may be used with certain pen needles from Becton Dickinson, Ypsomed 
and Owen Mumford that are 8 mm long or shorter. Ask your healthcare provider which 
needle gauge and length is best for you. 

� Do not reuse or share needles with another person. 

Section 2 – Getting Started 

Activate the pen on the same day as your first injection with your new pen. 

First activate your new pen 

� Before injecting the first dose of ADYLXIN, you must activate the new pen. This is a 
one-time process called ‘activation’. Steps 1 to 5 below show you how to do this. 

� Activation is done to make sure that the pen is working correctly and that the dose for 
your first injection is correct. 

� Do not repeat the activation process or you will not receive 14 doses from your 
ADLYXIN pen. 
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The pictures below show how the injection button of your pen changes after activation. 

Before activation After activation 
(orange window) (white window) 

The pen is not activated when the activation The pen is activated and ready for injections 
window is orange. The pen must be when the activation window is white. 
activated before injecting your first dose of 
ADLYXIN. 

How to activate your new ADLYXIN pen 

Step 1. Pull off the cap and check the pen 

Check the liquid by looking Check that the 
through the container window.  It activation window is 
should be clear, colorless with no orange. 
particles. If not, do not use this 
pen. Contact your healthcare 
provider. Tiny air bubbles in the 
liquid are normal.  See the 
Questions and Answers section 
at the end of the Instructions for 
Use. 

Step 2. Screw needle on and remove needle caps 

� Always use a new needle for activation. 
� Remove the protective seal from the outer needle cap. 
� Line up the needle with the pen. Push the outer needle cap containing the needle 

straight onto the pen, then screw the needle on until secure. 
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outer needle cap inner needle cap 

� Pull off (do not unscrew) the outer needle cap. 
� Pull off the inner needle cap and throw it away. 
� Keep the outer needle cap to remove the needle later. 

� Take care not to injure yourself when the needle is exposed. 

Step 3. Pull injection button out 

Injection 
button 

The arrow in the window will be pointing towards the injection button. 

Pull the injection button out firmly until it stops. 

The arrow will now be pointing towards the needle. 

Step 4. Firmly press and hold injection button to remove the liquid 
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� Do not inject into the body 
� Point the needle into a container (like a paper cup or tissue). 
� Firmly press the injection button all the way in to discard the liquid. You may feel or 

hear a “click”. 
� Keep the injection button pressed in and slowly count to 2, which is equal to 2 

seconds. 
� If no liquid comes out of your pen, see the Questions and Answers section at the end 

of this Instructions for Use. 
� Check that the activation window is white. 

Step 5. The pen is now ready for use 

� Do not activate this pen again. 

For your first injection, go directly to Section 3 – Step 3. 
� You do not need to replace the needle between activation and your first injection if you 

inject yourself immediately after activation. 

Section 3 – Daily use of pen 

Check to make sure the activation window is white before continuing in this section. 

Inject only 1 dose each day. 

Step 1. Pull off cap and check pen 

Check the label on your Check the number of doses Check that the 
pen to make sure you 
have the correct medicine. 

remaining in the pen. This is 
shown by the placement of the black 

activation window is 
white. If it is orange, 

Check the liquid. It 
should be clear and 

plunger. go to Section 2. 

colorless with no particles. 
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If not, do not use the pen. 
Call your healthcare 
provider. Tiny air bubbles 
in the liquid are normal. 
See the Questions and 
Answers section at the 
end of this Instructions for 
Use. 

Step 2. Screw needle on and remove needle caps 

� Always use a new needle for each injection. 
� Remove protective seal from the outer needle cap. 
� Line up the needle with the pen. Put the outer needle cap containing the needle straight 

on the pen, then screw the needle on until secure. 

outer needle cap inner needle cap 

� Pull off (do not unscrew) the outer needle cap. 
� Pull off the inner needle cap and throw it away. 
� Keep the outer needle cap to remove the needle later. 

� Take care not to injure yourself when the needle is exposed. 

Step 3. Pull the injection button out 

Injection 
button 

The arrow in the window will be pointing towards the injection button. 

Pull the injection button out firmly until it stops. 
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The arrow will now be pointing towards the needle. 

Step 4. Choosing Injection Sites 

Injection sites 

Back Front 

ADLYXIN pen must be injected under the skin and can be injected in any of the areas shown 
above in blue. These areas include the thigh, abdomen or upper arm. Ask your healthcare 
provider about how to inject correctly. 

Step 5. Press and hold the injection button to inject the dose 

� Grasp a fold of skin and insert the needle (see the Injection sites section about where to 
inject). 

� Press the injection button all the way in.  You may feel or hear a “click”. 
� Keep the injection button pressed in, hold the pen in place and slowly count to 2, 

which is equal to 2 seconds before you pull the needle out of the skin. 

If you do not hold the injection button in or remove the injector too early you may not
get the full dose. 

Your dose has now been given. Pull the needle out of your skin. 

Step 6. Remove and throw away needle after each injection 
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� Grip the widest part of the outer needle cap. Keep the needle straight and guide it 
into the outer needle cap. 

� Then push firmly on. 
� The needle can puncture the cap if it is recapped at an angle. 

� Grip and squeeze the widest part of the outer needle cap. Turn your pen several 
times with your other hand to remove the needle. 

� Try again if the needle does not come off the first time. 

� Replace the pen cap 

� Put the needle in a puncture resistant container (or as instructed by your healthcare 
provider). 

Step 7. Repeat all steps in Section 3 for each injection. 

Throw away a pen 14 days after activation, even if there is some medicine left. 

Table of activation and disposal 
In the table, write the date when you activated your pen and the date to throw it away 14 
days later. 

Pen Date of Date to 
activation discard 

1 
2 

Storage 

General information 
� Keep your ADLYXIN pens in a safe place out of the reach and sight of children. 
� Protect your ADLYXIN pens from dust and dirt. 
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� Replace the pen cap after each use in order to protect the container window from light. 
� Protect the ADLYXIN pen from light. 
� Do not use ADLYXIN after the expiration date, which is stated on the label and on the 

carton. The expiration date refers to the last day of that month. 

Before activation of the pen: 
� Store your unused ADLYXIN pens in the refrigerator, 36°F to 46°F (2° to 8°C). 
� Do not freeze ADLYXIN pens and do not use ADLYXIN pens if it has been frozen. 
� Allow your pen to warm at room temperature before using. 

After activation of the pen: 
� Once activated, store your ADLYXIN pen at room temperature no higher than 86°F 

(30°C). 
� Do not store your ADLYXIN pen with the needle attached. An attached needle might 

lead to contamination and may cause air bubbles which might affect your dose of 
medicine. 

� Once your ADLYXIN pen is activated it can be used for up to 14 days. Discard a used 
ADLYXIN pen after 14 days. Do this even if there is some medicine left in the pen. 

Throwing your pen away 
� Replace the pen cap before disposing of your ADLYXIN pen. 
� Put the used ADLYXIN pen in an FDA-cleared sharps disposal container right away 

after use. Do not throw away (dispose of) the ADLYXIN pen and loose needles in your 
household trash. 

� If you do not have an FDA-cleared sharps disposal container, you may use a household 
container that is: 
� made of a heavy-duty plastic, 
� can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to 

come out, 
� upright and stable during use, 
� leak-resistant, and 
� properly labeled to warn of hazardous waste inside the container. 

� When your sharps disposal container is almost full, you will need to follow your 
community guidelines for the right way to dispose of your sharps disposal container. 
There may be state or local laws about how you should throw away used needles and 
syringes. For more information about safe sharps disposal, and for specific information 
about sharps disposal in the state that you live in, go to the FDA's website at: 
http://www.fda.gov/safesharpsdisposal 

� Do not dispose of your used sharps disposal container in your household trash unless 
your community guidelines permit this.  Do not recycle your used sharps disposal 
container. 

Maintenance 
� Handle your ADLYXIN pen with care. 
� You can clean the outside of your ADLYXIN pen by wiping it with a damp cloth. 
� Do not soak, wash or put liquid on (lubricate) your ADLYXIN pen. This may damage it. 
� If you think your ADLYXIN pen may be damaged, do not use it. Do not try to repair the 

pen. 

Questions and Answers 

What do I do if I forget to activate the ADLYXIN pen or inject myself before activation? 
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If you have injected yourself before activating the pen, do not correct this by giving yourself a 
second injection. Contact your healthcare provider for advice on checking your blood sugar. 

What do I do if there are air bubbles in the container? 
Small air bubbles in the container are normal and they will not harm you. Your dose will be 
correct and you can keep following the instructions. Contact your healthcare provider if you 
need help. 

What do I do if no liquid comes out during activation? 
The needle may be blocked or not properly screwed on. Remove the needle from the pen, 
attach a new needle and repeat Steps 4 and 5 of Section 2 only. If still no liquid comes out, 
your ADLYXIN pen may be damaged. Do not use this ADLYXIN pen. Contact your 
healthcare provider for help. 

What do I do if it is hard to press the injection button all the way in? 
The needle may be blocked or not properly attached. Pull the needle from your skin and 
remove the needle from the pen. Attach a new needle and repeat Steps 5 and 6 of Section 3 
only. If still no liquid comes out, your ADLYXIN pen may be damaged. Do not use this 
ADLYXIN pen. Contact your healthcare provider for help. 

If you have any questions about ADLYXIN or about diabetes, ask your healthcare provider or 
call sanofi-aventis U.S. LLC at 1-800-633-1610. 

Date of Revision: Jul/2016 
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INSTRUCTIONS FOR USE
ADLYXIN (ad-LIX-in)

(lixisenatide)
Injection, for subcutaneous use

One pre-filled pen contains 14 doses, each dose contains 20 micrograms (mcg) in 0.2 ml. 

Section 1 – Important Information 

Read these instructions carefully before using your ADLYXIN pen. 
Keep this leaflet for future reference 

Do not share your ADLYXIN pen with other people, even if the needle has been 
changed. You may give other people a serious infection, or get a serious infection 
from them. 

ADLYXIN pen Information 
� ADLYXIN comes as a pre-filled pen for injection. 
� Inject 1 dose per day. 
� There is no need to measure each dose. 
� Talk with your healthcare provider about how to use the ADLYXIN pen and to inject 

correctly before using it. 
� If you cannot follow all the instructions completely on your own, or are not able to handle 

the pen (for example, if you have vision problems), only use it if you have help. 

About Your ADLYXIN Pen 

Activation 

Pen 
cap

Expiration date 
window Dose scale 

on the back 

Rubber Container Arrow Injection 
seal window window button 
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Black
plunger

The plunger will move along the dose scale after each injection. In the example above the 
dose number shows there are 13 injections left in the ADLYXIN pen. 

� Always check the label to ensure you have the correct ADLYXIN pen. Also, check that it 
has not passed the expiration date printed on the ADLYXIN pen. Do not use ADLYXIN 
past the expiration date. Using the wrong medicine could be harmful to your health. 

� Inject ADLYXIN only by using this pen injector. Never use a syringe to withdraw 
ADLYXIN from the pen. 

About your pen needles (supplied separately) 

Outer Inner Needle Protective 
needle needle seal
cap cap

� Pen needles are not included with your pen. 
� Always use a new needle for each injection. This helps prevent contamination of 

ADLYXIN or possible needle blockage. 
� Only use needles that have been approved for use with ADLYXIN. The ADLYXIN pen 

may be used with certain pen needles from Becton Dickinson, Ypsomed and Owen 
Mumford that are 8 mm long or shorter. Ask your healthcare provider which needle 
gauge and length is best for you. 

� Do not reuse or share needles with another person. 

Section 2 – Getting Started 

� Activate the pen on the same day as your first injection with your new pen. 

First activate your new pen 

� Before injecting the first dose of ADLYXIN, you must activate the new pen. This is a 
one-time process called ‘activation’. Steps 1 to 5 below show you how to do this. 
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� Activation is done to make sure that the pen is working correctly and that the dose for 
your first injection is correct. 

� Do not repeat the activation process or you will not receive 14 doses from your 
ADLYXIN pen. 

The pictures below show how the injection button of your pen changes after activation. 

Before activation After activation 
(orange window) (white window) 

The pen is not activated when the activation The pen is activated and 
window is orange. The pen must be activated ready for injections when the activation 
before injecting your first dose of ADLYXIN. window is white. 

How to activate your new ADLYXIN pen 

Step 1. Pull off the pen cap and check the pen 

Check the liquid by looking through the Check that the 
container window. It should be clear, activation window is 
colorless with no particles. If not, do not use orange 
this pen. Contact your healthcare provider. 
Tiny air bubbles in the liquid are normal. 
See the Questions and Answers section at 
the end of the Instructions For Use. 

Step 2. Screw needle on and remove needle caps 

� Always use a new needle for activation. 

Reference ID: 3964775 
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� Remove the protective seal from the outer needle cap. 
� Line up the needle with the pen. Push the outer needle cap containing the needle straight 

onto the pen, then screw the needle on until secure. 

outer needle cap inner needle cap 

� Pull off (do not unscrew) the outer needle cap. 
� Pull off the inner needle cap and throw it away. 
� Keep the outer needle cap to remove the needle later. 

� Take care not to injure yourself when the needle is exposed. 

Step 3. Pull injection button out 

Injection 
button 

The arrow in the window will be pointing towards the injection button. 

Pull the injection button out firmly until it stops. 

The arrow will now be pointing towards the needle. 

Step 4. Firmly press and hold injection button to remove the liquid 

4 

Reference ID: 3964775 59



� Do not inject into the body 
� Point the needle into a container (like a paper cup or tissue). 
� Firmly press the injection button all the way in to discard the liquid. You may feel or 

hear a “click”. 
� Keep the injection button pressed in and slowly count to 2, which is equal to 2 seconds. 
� If no liquid comes out of your pen, see the Questions and Answers section at the end of 

this Instructions for Use. 
� Check that the activation window is now white. 

Step 5. The pen is now ready for use. 

� Do not activate this pen again. 

For your first injection, go directly to Section 3 - Step 3. 
� You do not need to replace the needle between activation and first injection if you inject 

yourself immediately after activation. 

Section 3 - Daily use of pen 

Inject only 1dose each day. 

Check to make sure the activation window is white before continuing in this section. 
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Step 1. Pull off pen cap and check pen 

Check the label on your Check the number of Check that the activation window 
pen to make sure you 
have the correct medicine. 

Check the liquid. It 
should be clear, and 

doses remaining in 
the pen. This is shown 
by the placement of the 
black plunger. 

is white. If it is orange, go to 
Section 2. 

colorless, with no 
particles. If not, do not use 
the pen. Call your 
healthcare provider. Tiny 
air bubbles in the liquid 
are normal. See the 
Questions and Answers 
section at the end of this 
Instructions for Use. 

Step 2. Attach a new needle and remove the needle caps 

� Always use a new needle for each injection. 
� Remove the protective seal from the outer needle cap. 
� Line up the needle with the pen. Put the outer needle cap containing the needle straight 

on the pen, then screw the needle on until secure. 

outer needle cap inner needle cap 

� Pull off (do not unscrew) the outer needle cap. 
� Pull off the inner needle cap and throw it away. 
� Keep the outer needle cap to remove the needle later. 

� Take care not to injure yourself when the needle is exposed. 

Step 3. Pull the injection button out 

6 

Reference ID: 3964775 61



Injection 
button 

The arrow in the window will be pointing towards the injection button. 

Pull the injection button out firmly until it stops. 

The arrow will now be pointing towards the needle. 

Step 4. Choosing Injection Sites 

Injection sites 

Back Front 

ADLYXIN must be injected under the skin and can be injected in any of the areas shown 
above in blue. These areas include the thigh, abdomen or upper arm. Ask your healthcare 
provider about how to inject correctly. 

Step 5. Press and hold the injection button to inject the dose 
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� Grasp a fold of skin and insert the needle (see the Injection sites section about where to 
inject). 

� Press the injection button all the way in. You may feel or hear a “click”. 
� Keep the injection button pressed in, hold the pen in place and slowly count to 2, 

which is equal to 2 seconds, before you pull the needle out of the skin. 

If you do not hold the injection button in or remove the injector too early you may not
get the full dose. 

Your dose has now been given. Pull the needle out of your skin. 

Step 6. Remove and throw away needle after each injection 

� Grip the widest part of the outer needle cap. Keep the needle straight and guide it 
into the outer needle cap. 

� Then push firmly on. 
� The needle can puncture the cap if it is recapped at an angle. 

� Grip and squeeze the widest part of the outer needle cap. Turn your pen several 
times with your other hand to remove the needle. 

� Try again if the needle does not come off the first time. 

� Replace the pen cap. 
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� Put the needle in a puncture resistant container (or as instructed by your healthcare 
provider). 

Step 7. Repeat all steps in Section 3 for your each injection.
Throw away a pen 14 days after activation, even if there is some medicine left.

Table of activation and disposal
In the table, write the date when you activated your pen and the date to discard it 14 days 
later. 

Pen Date of 
activation 

Date to 
discard 

1 
2 
3 
4 
5 
6 

Storage 

General information 
� Keep your ADLYXIN pen in a safe place out of the reach and sight of children. 
� Protect your ADLYXIN pen from dust and dirt. 
� Replace the pen cap after each use in order to protect the container window from light. 
� Protect the ADLYXIN pen from light. 
� Do not use ADLYXIN after the expiration date, which is stated on the label and on the 

carton. The expiration date refers to the last day of that month. 

Before activation of the pen: 
� Store your unused ADLYXIN pens in the refrigerator, 36°F to 46°F (2°C to 8°C). 
� Do not freeze ADLYXIN pens and do not use ADLYXIN if it has been frozen. 
� Allow your pen to warm at room temperature before using. 

After activation of the pen: 
� Once activated, store your ADLYXIN pen at room temperature no higher than 86°F 

(30°C). 
� Do not store your ADLYXIN pen with the needle attached. An attached needle might lead 

to contamination and may cause air bubble which might affect your dose of medicine. 
� Once your ADLYXIN pen is activated it can be used for up to 14 days. Discard a used 

ADLYXIN pen after 14 days. Do this even if there is some medicine left in the pen. 

Throwing your pen away 
� Replace the pen cap before disposing of your ADLYXIN pen. 
� Put the used ADLYXIN pen in an FDA-cleared sharps disposal container right away after 

use. Do not throw away (dispose of) the ADLYXIN pen and loose needles in your 
household trash. 

� If you do not have an FDA-cleared sharps disposal container, you may use a household 
container that is: 
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� made of a heavy-duty plastic, 
� can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to 

come out, 
� upright and stable during use, 
� leak-resistant, and 
� properly labeled to warn of hazardous waste inside the container. 
� When your sharps disposal container is almost full, you will need to follow your 

community guidelines for the right way to dispose of your sharps disposal container. 
There may be state or local laws about how you should throw away used needles and 
syringes. For more information about safe sharps disposal, and for specific information 
about sharps disposal in the state that you live in, go to the FDA's website at: 
http://www.fda.gov/safesharpsdisposal 

� Do not dispose of your used sharps disposal container in your household trash unless 
your community guidelines permit this.  Do not recycle your used sharps disposal 
container. 

Maintenance 
� Handle your ADLYXIN pen with care. 
� You can clean the outside of your ADLYXIN pen by wiping it with a damp cloth. 
� Do not soak, wash or put liquid on (lubricate) your ADLYXIN pen. This may damage it. 
� If you think your ADLYXIN pen may be damaged, do not use it. Do not try to repair the 

pen. 

Questions and Answers 

What do I do if I forget to activate the ADLYXIN pen or inject myself before activation? 
If you have injected yourself before activating the pen, do not correct this by giving yourself a 
second injection. Contact your healthcare provider for advice on checking your blood sugar. 

What do I do if there are air bubbles in the container? 
Small air bubbles in the container are normal and they will not harm you. Your dose will be 
correct and you can keep following the instructions. Contact your healthcare provider if you 
need help. 

What do I do if no liquid comes out during activation? 
The needle may be blocked or not properly attached. Remove the needle from the pen, 
attach a new needle and repeat Steps 4 and 5 of Section 2 only. If still no liquid comes out, 
your ADLYXIN pen may be damaged. Do not use this ADLYXIN pen. Contact your 
healthcare provider for help. 

What do I do if it is hard to press the injection button all the way in? 
The needle may be blocked or not properly attached. Pull the needle out of your skin and 
remove the needle from the pen. Attach a new needle and repeat Steps 5 and 6 of Section 3 
only. If it is still hard to press in the injection button, your ADLYXIN pen may be damaged. Do 
not use this ADLYXIN pen. Contact your healthcare professional for help. 

If you have any questions about ADLYXIN or about diabetes, ask your healthcare provider or 
call sanofi-aventis U.S. LLC at 1-800-633-1610. 

Date of Revision: Jul/2016 
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(ixisenatide injection) 

50 mcg/mL-3 mL pen 
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